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Legislation and Regulation Committee 

Kenneth Schell, PharmD, Chair
 
Rosalyn Hackworth, Public Member
 

Greg Lippe, Public Member
 
Shirley Wheat, Public Member
 
Tappan Zee, Public Member
 

The Legislation and Regulation Committee has not met in the last Quarter. 

LEGISLATION AND REGULATION COMMITTEE 

PART I: REGULATION REPORT 

a. For Discussion and Possible Action to Modify Proposed Changes 
Amend Title 16 Sections 1715, 1784, 1735.2, and 1751 – Update of Self‐Assessment Forms for 
Pharmacies, Sterile Injectable Compounding Pharmacies, Hospitals and Wholesalers 

ATTACHMENT 1 

Pharmacy law requires pharmacies and wholesalers to conduct self‐assessments to promote
 
compliance with various federal and state laws and regulations through self‐examination and
 
education. Self‐assessment forms also serve as an easy reference guide for a Pharmacist‐in‐Charge
 
(PIC) or a Designated Representative‐in‐Charge (DRIC). A self‐assessment is completed any time
 
there is a change in the PIC or DRIC, when a new permit/license is issued; or (for a wholesaler)
 
when there is a change of address.
 

At the February 2011 Board Meeting, the board directed staff to initiate a formal rulemaking to
 
amend 16 CCR Sections 1715, 1735.2, 1751 and 1784 and to propose updates to the
 
self‐assessment forms incorporated by reference (17M‐13, 17M‐14, 17M‐26, and 17M‐39), as
 
proposed. The board directed that if no negative comments were received during the 45‐day
 
public comment period, that the rulemaking was to be completed, and authorize the Executive
 
Officer to make any non‐substantive changes to the proposed regulations and forms, and adopt the
 
proposed regulations. The 45‐day public comment period commenced on March 11, 2011, and
 
concluded on April 25, 2011, during which the board received four (4) comments. Staff believes
 
that some of the recommended changes, such as adding sequential numbering within a section, or
 
adding selection boxes in front of an item, are non‐substantive.
 

Attachment 1 contains the proposed regulation text and forms incorporated by reference, as well 
as copies of the comments received during the 45‐day public comment period. 
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Staff Recommendation 

•	 Based on the comments received, staff recommends that the board adopt the proposed 
regulation to amend Title 16 Sections 1715, 1735.2, 1751 and 1784 and the self‐assessment 
forms that are incorporated by reference; and direct staff to take all steps necessary to 
complete the rulemaking process, including filing of the final rulemaking package with the 
Office of Administrative Law, delegate to the Executive Officer the authority to make any 
non‐substantive changes to the proposed regulations and forms incorporated by reference, and 
adopt the proposed regulations at Sections 1715, 1735.2, 1751 and 1784 as described in the 
Notice with general non‐substantive changes described by staff at this meeting. 

b. Board Approved Regulations – Rulemaking File Being Compiled 

ATTACHMENT 2 

At the February 2010 Board Meeting, the board voted to initiate the rulemaking process to amend 
16 CCR § 1732.2. related to board‐accredited continuing education. The proposed text was 
formally noticed for comment on October 8, 2010, and the 45‐day comment period concluded on 
November 22, 2010. The board received one comment in support of the proposed amendments. 

During the public comment period, the board learned that the National Association of Boards of 
Pharmacy (NABP) no longer administers the Pharmacist Self‐Assessment Mechanism (PSAM), 
rendering subdivision (f) of the proposal obsolete. At the February 2011 Board Meeting the board 
directed that subdivision (f) be stricken from the proposed text and that a 15‐day Notice of 
Modified Text be issued for public comment. The Notice of Modified Text was issued on 
February 4, 2011 and concluded on February 21, 2011. No comments were received during the 
15‐day public comment period. 

Staff is compiling the final rulemaking file and anticipates submitting the rulemaking for review no 
later than May 13, 2011. Following legal review, the file will be submitted to the department for 
review and, at that time, final rulemaking documents will be made available on the board’s Web 
site. Given department and agency approval, the file will then be submitted to the Office of 
Administrative Law pursuant to the Administrative Procedure Act. A copy of the final text is 
provided in Attachment 2. 
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c.	 Board Approved Regulations – Recently Noticed 
Proposal to Amend Title 16 Section 1793.5 – Amend Pharmacy Technician Application and 
Require Applicants to Submit a Self‐Query From the National Practitioner Data Bank – Healthcare 
Integrity & Protection Data Bank (NPDB‐HIPDB) 

ATTACHMENT 3 

At the February 2011 Board Meeting, the board directed staff to initiate a formal rulemaking to 
amend Title 16 Section 1793.5. of Title 16 of the California Code of Regulations to require 
Pharmacy Technician applicants to submit a Self‐Query from the National Practitioner Data Bank – 
Healthcare Integrity & Protection Data Bank (NPDB‐HIPDB), and to amend the Pharmacy Technician 
Application (Form 17A‐5, Rev. 10/10 [incorporated by reference]). The proposal reflects the text 
approved by the board at the October 2010 Board Meeting, as well as modifications to the 
Pharmacy Technician Application (17A‐5) approved at the February 2011 Board Meeting. 

This proposed rulemaking was noticed for a 45‐day public comment period on April 8, 2011. The 
board will accept comments on this proposed rulemaking through May 23, 2011. A copy of the 
proposed amendments to 16 CCR Section 1793.5 and the proposed Pharmacy Technician 
Application (17A‐5) are provided in Attachment 3. 

d.	 Board Approved Regulations – Awaiting Notice 

1.	 Proposal to Add Title 16 Section 1707.6. and to Amend Section 1702. Regarding Consumer 
Notices and Duty to Consult – Consumer Notice for Language Assistance Interpretive Services 
Provided in Pharmacies and the Ability to Request 12‐Point Font on Prescription Drug Container 
Labels 

ATTACHMENT 4 

On January 1, 2011, the board’s regulation at 16 CCR § 1707.5. became effective, establishing 
requirements for a patient‐centered prescription drug container label. The board discussed during 
that rulemaking the need to advise consumers of their rights related to the patient‐centered label 
requirements and first considered possible language for such a notice at its July 2010 Board 
Meeting. 

The board worked on possible language for this rulemaking from July 2010 through March 2011, 
and at its March 30, 2011 Board Meeting approved proposed language to be noticed. The board 
directed staff to initiate a formal rulemaking to amend 16 CCR § 1707.2. and to add 16 CCR 
§ 1707.6., and to schedule a Regulation Hearing. 

Staff is developing the Notice for this rulemaking and hope to have it published in May 2011. In 
addition, the Executive Officer is working with staff to identify possible dates for the Regulation 
Hearing on this matter. A copy of the proposed text approved by the board is provided in 
Attachment 4. 
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2.	 Add Title 16 Section 1727.2 – Requirements for Pharmacist Interns – to Require Applicants to 
Submit a Self‐Query from the National Practitioner Data Bank – Healthcare Integrity & Protection 
Data Bank (NPDB‐HIPDB) and 

3.	 Add Title 16 Section 1728 – Requirements for Pharmacist Examination – Amend to Require 
Applicants to Submit a Self‐Query from the National Practitioner Data Bank – Healthcare 
Integrity & Protection Data Bank (NPDB‐HIPDB) 

ATTACHMENT 5 

At the October 2010 Board Meeting, the board approved the Licensing Committee’s 
recommendation to add Section 1727.2. and to amend Section 1728. to Title 16 CCR and to initiate 
a rulemaking to require an applicant to submit with their application a Self‐Query Report from the 
National Practitioner Data Bank – Healthcare Integrity and Protection Data Bank (NPDB‐HIPDB). 

The board filed a request to Notice this proposal with the Office of Administrative Law, and the 
Notice is scheduled to be published in the California Regulatory Notice Register on Friday, May 6, 
2011. The 45‐day public comment period will commence upon notice and will conclude on 
June 20, 2011. A copy of the proposed text is provided in Attachment 5. 

e.	 Board Approved Regulations – Under Development (Update Only) 

1.	 Proposed Amendments to § 1746 – Emergency Contraception Protocol 

In 2004, the board adopted a statewide protocol for dispensing emergency contraception products, 
resulting in the codification of Title 16 CCR Section 1746. The regulation became operative on 
December 2, 2004. The board has been working with the Medical Board to update the emergency 
contraceptive protocol. As part of the rulemaking, this board will need to update the patient 
information fact sheet, which is required to be provided to patients by the pharmacists using the 
protocol to dispense emergency contraception. It is anticipated that an updated manuscript will be 
brought to both the Medical Board and to the Board of Pharmacy at their respective meetings in 
July 2011. Please see the Public Education Committee Chair Report for additional information 
related to this item. 

2.	 Proposed Amendments to § 1751.9. – Accreditation Agencies for Pharmacies that Compound 
Injectable Sterile Drug Products 

Business and Professions Code section 4127.1 requires a separate license to compound sterile 
injectable drug products. Section 4127.1(d) provides exemptions to the licensing requirement for 
pharmacies that have current accreditation from the Joint Commission on Accreditation of 
Healthcare Organizations, or other private accreditation agencies approved by the board. The 
proposed regulation would specify the criteria the board will utilize to consider approval of 
accreditation agency requests. Staff is continuing to work with counsel to develop language for 
consideration at a future meeting. 
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3.	 Proposed Amendments to § 1780 – Update the USP Standards Reference Manual (Minimum 
Standards for Drug Wholesalers) 

Section 1780 of the California Code of Regulations sets minimum standards for drug wholesalers. 
This regulation currently references the 1990 edition of the United States Pharmacopeia Standards 
(USP Standards) for temperature and humidity. USP Standards are updated and published 
annually. Section 1780(b) requires amendment to reflect the 2005 version of the USP Standards 
and to hold wholesalers accountable to the latest standards, if determined appropriate. 

Because of stated concerns about whether referencing the 2005 USP Standards would be an 
unreasonable burden on wholesalers, at the October 2008 Board Meeting, the board voted to 
address the issue of updating the USP Standards reference materials within this section. 

The board established a subcommittee for this purpose but, as a result of board vacancies, the 
subcommittee has not held any meetings and no action has been taken with respect to this 
regulation change. 

4.	 Proposed Amendments to § 1785 – Self‐Assessment of a Veterinary Food‐Animal Drug Retailer 

The requirements of § 1785 establish a self‐assessment form for veterinary food‐animal drug 
retailers and requires a designated representative‐in‐charge to complete this form to ensure 
compliance with pharmacy law. Self‐assessment forms also aid licensees in complying with legal 
requirements of their operations and, therefore, increase public safety as a result of this 
compliance. 

In 2007 the Enforcement Committee and the Board approved draft amendments to the regulation 
and related self‐assessment form; subsequently, the licensing committee was advised of potential 
problems with the licensing requirements for designated representatives working at these facilities. 

The Licensing Committee has not yet initiated a program review of the Veterinary Food‐Animal 
Drug Retailer program. Staff does not anticipate proceeding with this regulation until such time 
that the Licensing Committee completes its review. 
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Attachment 1 




Title 16. Board of Pharmacy 


Proposed Language 


To Amend Section 1715 of Article 2 of Division 17 of Title 16 of the California Code of Regulations to 

read as follows: 

§ 1715. Self-Assessment of a Pharmacy by the Pharmacist-in-Charge. 

(a) The pharmacist-in-charge of each pharmacy as defined under section 4029 or section 4037 of the 

Business and Professions Code shall complete a self-assessment of the pharmacy's compliance with 

federal and state pharmacy law. The assessment shall be performed before July 1 of every odd­

numbered year. The primary purpose of the self-assessment is to promote compliance through self­

examination and education. 

(b) In addition to the self-assessment required in subdivision (a) of this section,'the 

pharmacist-in-charge shall complete a self-assessment within 30 days whenever: 

(1) A new pharmacy permit has been issued, or 

(2) There is a change in the pharmacist-in-charge, and he or she becomes the new 

pharmacist-in-charge of a pharmacy. 

(3) There is a change in the licensed location of a pharmacy to a new address. 

(c) The components ofthis assessment shall be on Form 17M-13 (Rev. ±QfQ8 01/11) entitled 

"Community Pharmacy Self-Assessment &-Hospital Outpatient Pharmacy Self-Assessment" ef-and on 

Form 17M-14 (Rev. ±WQ8 01/11) entitled "Hospital Pharmacy Self-Assessment" which are hereby 

incorporated by reference to evaluate compliance with federal and state laws and regulations. 

(d) Each self-assessment shall be kept on file in the pharmacy for three years after it is performed. 

Note: Authority cited: Section~ 4005 and 4127. Business and Professions Code. Reference: Sections 4021,4022, 

4029,4030,4037,4038,4040,4050,4052,4070,4081,4101,4105,4113,4115,4119,4127.4305,4330,4332 

and 4333, Business and Professions Code. and Sections 1735.2 and 1751. of Title 16 ofthe California Code of 

Regulations. 
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To Amend Section 1735.2 of Article 4.5 of Division 17 of Title 16 of the California Code of Regulations 

to read as follows: 

§ 1735.2. Compounding Limitations and Requirements;-; Self-Assessment 

(a) Except as specified in (b) and (c), no drug product shall be compounded prior to receipt by a 

pharmacy of a valid prescription for an individual patient where the prescriber has approved use of a 

compounded drug product either orally or in writing. Where approval is given orally, that approval 

shall be noted on the prescription prior to compounding. 

(b) A pharmacy may prepare and store a limited quantity of a compounded drug product in advance of 

receipt of a patient-specific prescription where and solely in such quantity as is necessary to ensure 

continuity of care for an identified population of patients of the pharmacy based on a documented 

history of prescriptions for that patient population. 

(c) A "reasonable quantity" as used in Business and Professions Code section 4052(a)(1) means that 

amount of compounded drug product that: 

(1) is sufficient for administration or application to patients in the prescriber's office, or for distribution 

of not more than a 72-hour supply to the prescriber's patients, as estimated by the prescriber; and 

(2) is reasonable considering the intended use ofthe compounded medication and the nature ofthe 

prescriber's practice; and 

(3) for any individual prescriber and for all prescribers taken asa whole, is an amount which the 

pharmacy is capable of compounding in compliance with pharmaceutical standards for integrity, 

potency, quality and strength ofthe compounded drug product. 

(d) A drug product shall not be compounded until the pharmacy has first prepared a written master 

formula record that includes at least the following elements: 

(1) Active ingredients to be used. 

(2) Inactive ingredients to be used. 

(3) Process and/or procedure used to prepare the drug. 

(4) Quality reviews required at each step in preparation ofthe drug. 

(5) Post-compounding pro_cess orpr()cequres required, ifany. 

(6) Expiration dating requirements. 
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(e) Where a pharmacy does not routinely compound a particular drug product, the master formula 

record for that product may be recorded on the prescription document itself. 

(f) The pharmacist performing or supervising compounding is responsible for the integrity, potency, 

quality, and labeled strength of a compounded drug product until it is dispensed. 

(g) All chemicals, bulk drug substances, drug products, and other components used for drug 

compounding shall be stored and used according to compendial and other applicable requirements to 

maintain their integrity, potency, quality, and labeled strength. 

(h) Every compounded drug product shall be given an expiration date representing the date beyond 

which, in the professional judgment of the pharmacist performing or supervising the compounding, it 

should not be used. This "beyond use date" of the compounded drug product shall not exceed 180 

days from preparation or the shortest expiration date of any component in the compounded drug 

product, unless a longer date is supported by stability studies of finished drugs or compounded drug 

products using the same components and packaging. Shorter dating than set forth in this subsection 

may be used if it is deemed appropriate in the professional judgment of the responsible pharmacist. 

(i) The pharmacist performing or supervising compounding is responsible for the proper preparation, 

labeling, storage, and delivery ofthe compounded drug product. 

(j) Prior to allowing any drug product to be compounded in a pharmacy, the pharmacist-in-charge shall 

complete a self-assessment fefffi for compounding pharmacies developed by the board. (Incorporated 

by reference is "Community Pharmacy & Hospital Outpatient Pharmacy Compounding Self­

Assessment" Form 17M-39 Rev. G±f1G 01/11.) That form contains a first section applicable to all 

compounding, and a second section applicable to sterile injectable compounding. The first section 

must be com pleted by the pharmacist-in-charge before any compounding is performed in the 

pharmacy. The second section must be completed by the pharmacist-in-charge before any sterile 

injectable compounding is performed in the pharmacy. The applicable sections of the self-assessment 

shall subsequently be completed before July 1 of each odd-numbered year, within 30 days ofthe start 

of a new pharmacist-in-charge, and within 30 days ofthe issuance of a new pharmacy license. The 

primary purpose of the self-assessment is to promote compliance through self-examination and 

education. 

Board of Pharmacy - Proposed Text Page 3 of 6 
4S-Day Public Comment Period: March ll-April2S, 2011 



Note: Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 

4005, 4036,4037,4051,4052 and 4127, Business and Professions Code, Sections 1735, 1735.i.­

1735.8.,1751., and 1751.1.-1715.8 of Title 16 of the California Code of Regulations. 

To Amend Section 1751. of Article 7 of Division 17 of Title 16 of the California Code of Regulations to 

read as follows: 

§ 1751. Sterile Injectable Compounding; Compounding Area 

(a) Any pharmacy engaged in compounding sterile injectable drug products shall conform to the 

parameters and requirements stated by Article 4.5 (Section 1735 et seq.), applicable to all 

compounding, and shall also conform to the parameters and requirements stated by this Article 7 

(Section 1751 et seq.), applicable solely to sterile injectable compounding. 

(b) Any pharmacy compounding ~ sterile injectable compounding drug products shall have a 

designated area for the preparation of sterile injectable products which sha II meet the following 

standards: 

(1) Clean Room and Work Station ReqUirements, shall be in accordance with Section 1250 of Title 24, 

.Part 2, Chapter 12, of the California Code of Regulations. 

(2) Walls, ceilings and floors shall be constructed in accordance with Section 1250 of Title 24, Part 2, 

Chapter 12, of the California Code of Regulations. 

(3) Be ventilated in a manner in accordance with Section 505.12 of Title 24, Chapter 5 of the California 

Code of Regulations. 

(4) Be certified annually by a qualified technician who is familiar with the methods and procedures for 

certifying laminar air flow hoods and clean room requirements, in accordance with standards adopted 

by the United States General Services Administration. Certification records must be retained for at 

least 3 years. 

(5} The pharmacy shall be arranged in accordance with Section 1250 of Title 24, Part 2, Chapter 12, of 

the California Code of Regulations. Items related to the compounding of sterile injectable products 
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within the compounding area shall be stored in such a way as to maintain the integrity of an aseptic 

environment. 

(6) A sink shall be included in accordance with Section 1250 of Title 24, Part 2, ofthe California Code of 

Regulations. 

(7) There shall be a refrigerator and/or freezer of sufficient capacity to meet the storage requirements 

for all material requiring refrigeration. 

(c) Any pharmacy compounding a sterile injectable product from one or more non-sterile ingredients 

shall comply with Business and Professions Code section 4127.7. 

Note: Authority cited: Sections 4005 and 4127, Business and Professions Code. Reference: Sections 

4005,4036,4037,4051,4052,4127 and 4127.7, Business and Professions Code; Sections 1735, 

1735.1.-1735.8.,1751., and 1751.1.-1715.8 of Title 16 ofthe California Code of Regulations; and 

Section 18944, Health and Safety Code. 

To Amend Section 1784 of Article 10 of Division 17 of Title 16 of the California Code of Regulations to 

read as follows: 

§ 1784. Self-Assessment of a Wholesaler by the Designated Representative-In-Charge. 

(a) The designated representative-in-charge of each wholesaler as defined under section 4160 ofthe 

Business and Professions Code shall complete a self-assessment of the wholesaler's compliance with 

federal and state pharmacy law. The assessment shall be performed before July 1 of every odd­

numbered year. The primary purpose of the self-assessment is to promote compliance through self-

examination and education. 

(b) In addition to the self-assessment required in subdivision (a) of this section, the designated 

representative-in-charge shall complete a self- assessment within 30 days whenever: 

(1) A new wholesaler permit is issued, or 

(2) There is a change in the designated representative-in-charge. The new designated representative­

in~charge of a wholesaler is responsible for compliance with this subdivision. 

(3) There is a change in the licensed location of a wholesaler to a new address. 
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(c) The components ofthis assessment shall be on Form 17M-26 (rev. 10/08 Rev. 01{11) entitled 

"Wholesaler Dangerous Drugs & Dangerous Devices Self-Assessment~which is hereby incorporated by 

reference to evaluate compliance with federal and state laws and regulations. 

(d) Each self-assessment shall be kept on file in the licensed wholesale premises for three years after it 

is completed. 

(e) The wholesaler is jointly responsible with the designated representative-in-charge for compliance 

with this section. 

Note: Authority cited: Section 4005, Business and Professions Code. Reference: Sections 4022.5, 4043, 

4053,4059,4120,4160,4161, 4201, 4301 and 4305.5, Business and Professions Code. 
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---------------------

D 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219, Sacramento, CA 95834 
Phone: (916) ·574-7900 Fax: (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

EDMUND G. BROWN, IR. AR"IObD SCHVVl\RZENNEGGER, GOVERNOR 

COMMUNITY PHARMACY SELF-ASSESSMENT 

&-HOSPITAL OUTPATIENT PHARMACY SELF-ASSESSMENT 
SELF ASSESSMENT 

Title 16 ofthe California Code of Regulations section 1715 requires the pharmacist-in-charge of each pharmacy 
licensed under section 4037 or 4029 of the Business and Professions Code to complete a self-assessment of the 
pharmacy's compliance with federal and state pharmacy law. The assessment shall be performed before July 1 of 
every odd-numbered year. The pharmacist-in-charge must also complete a self-assessment within 30 days 
whenevert- (1) a new pharmacy permit has been issuedu-9f (2) there is a change in the pharmacist-in-chargej or 
(3) there is a change in the licensed location of the pharmacy. The primary purpose of the self-assessment is to 

. promote compliance through self-examination. and education. 

The self-assessment must be competed in entirety and may be completed online, printed and retained in the 

pharmacy. Do not copy a previous assessment. 


Note~: If a hospital pharmacy dispenses prescriptions for outpatient use, a Hospital Outpatient CaR'1R'1I:1F1ity 
Pl=larR'1aE't' SeU-Self-Assessment must be completed in addition to the Hospital Pharmacy Self-Assessment. Any 
pharmacy that compounds drug products must also complete the Compounding Self-Assessment (17M-39 
Rev. 01/11). 

Each self-assessment must be kept on file in the pharmacy for three years after it is performed. 

Pharmacy Name: 

Address: ___________________ Phone: 

Ownership: Sole Owner 0 Partnership 0 Corporation 0 LLC 0 

Non-Licensed Owner 0 Other (please specify) 0 ______~_________ 

Permit #: ______ Exp. Date:._____ Other Permit #: ______ Exp. Date: 

Licensed Sterile Compounding Permit # Expiration: 

or Accredited by: _____________ From: ______ To: 

DEA Registration #: ________ Exp. Date: _____ Date of DEA Inventory: ______ 

Hours: Daily_______ Sat._______ Sun. _______ 24 Hours ____ 

PIC: RPH# ______ Exp. Date: ____ 
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_____________ 

______ 

___-::--__ 

_____________ 

______ 

____________ 

___________ 

______ 

_____________ 

___________ 

_____________ 

_____________ 

Pharmacy Staff (pharmacists, intern pharmacists, pharmacy technicians): 
(Please use an additional sheet if necessary) 

1. 


2. 


3. 


4. 


5. 


6. 


7. 


8. 


9. 


10. 


11. 


12. _____________________________ 

13. 

14. 


15. 
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RPH # 

RPH# 

RPH # 

RPH # 

RPH# 

INT # _

INT # _

INT# _

TCH # 

TCH# 

TCH# 

TCH# 

TCH # 

TCH # 

TCH # 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

PIC 
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COMMUNITY PHARMACY SELF-ASSESSMENT& HOSPITAL OUTPATIENT PHARMACY 


HOSPITAL OUTPATIENT PHARMACY SELF-ASSESSMENT 

All references to the California Code of Regulations (CCR) are to Title 16 unless otherwise noted. 

Please mark the appropriate box for each Ell:lesti9R item. If "NO", enter an explanation on "CORRECTIVE ACTION OR ACTION 
PLAN" lines at the end of the section. If more space is needed, you may add additional sheets. 

1. Facility 

Yes No N/A 

DOD The pharmacy has an area suitable for confidential patient consultation. (CCR 1764, 1714) 

DOD The pharmacy is secure and only a pharmacist possesses a key. The pharmacy has provisions for 

effective control against the theft of dangerous drugs and devices. (B&PC 4116, CCR 1714) 

DOD The pharmacy is of sufficient size and has an unobstructed area to accommodate the safe practice of 

pharmacy. (CCR 1714) 

DOD The pharmacy premises, fixtures, and equipment are maintained in a clean and orderly condition. 

(CCR 1714) 

DOD The pharmacy sink has hot and cold running water. (CCR 1714) 

DOD The pharmacy has a readily accessible restroom. (CCR 1714) 

DOD Current board-issued "Notice to Consumers" is posted in public view where it can be read by the 
consumer, or written receipts containing the required information are provided to the consumers. A 
written receipt that contains the required information on the notice may be provided to consumers 
asan alternative to posting the notice in the pharmacy. Additional"Notice to Consumers" in 
languages other than English may also be posted. (B&PC 4122, CCR 1707.2) 

DOD Pharmacists, interns, pharmacy technicians, and pharmacy technician trainees wear nametags, in 
18-point type, that contain their name and license status. (B&PC 680, B&PC 4115.5[e], g;R. 

CCR 1793.7[d]) 

DOD The original board-issued pharmacy license and the curr ..ent renewal are posted where they may be 

clearly read by the purchasing public. (B&PC 4032,4058) 

DOD Does the pharmacy compound sterile injectable drugs? 

(If yes, complete section 23 -"Compounding Sterile Injectable Drugs:'.,.) 
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Yes No N/A 

DOD The pharmacy has procedures in place to take action to protect the public when a licensed individual 
employed by or with the pharmacy is discovered or known to be chemically, mentally, or physically 
impaired to the extent it affects his or her ability to practice the profession or occupation authorized 
by his or her license, or is discovered or known to have engaged in the theft, diversion, or self-use of 
dangerous drugs. (B&PC 4104[a]) 

Yes No NIA 

DOD The pharmacy has written policies and procedures for addressing chemical, mental, or physical 
impairment, as well as theft, diversion, or self-use of dangerous drugs, among licensed individual 
employed by or with the pharmacy. (B&PC 4104[b]) 

ODD 	 The pharmacy reports to the board within 30 days of the receipt or development of the following 
information with regard to any licensed individual employed by or with the pharmacy: (1) any 
admission by a licensed individual of chemical, mental, or physical impairment affecting his or her 
ability to practice; (2) Any admission by a licensed individual of theft, diversion, or self-use of 
dangerous drugs; (3) Any video or documentary evidence demonstrating chemical, mental, or 
physical impairment of a licensed individual to the extent it affects his or her ability to practice; 
(4) Any video or documentary evidence demonstrating theft, diversion, or self-use of dangerous 
drugs by a licensed individual; (5) Any termination based on chemical, mental, or physical 
impairment of a licensed individual to the extent it affects his or her ability to practice; (6) Any 
termination of a licensed individual based on theft, diversion, or self-use of dangerous drugs. fB&PG 
(B&PC 4104[c]) 

ODD 	 The pharmacy is subscribed to the board's e-mail notifications. (B&PC 4013) 

Date Last Notification Received: 

E-mail address registered with the board: ___________________ 

ODD 	 For a pharmacy whose owner owns two or more pharmacies, the pharmacy receives the board's 
e-mail notifications through the owners electronic notice system. (B&PC 4013[c]) 

Date Last Notification Received: 

E-mail address registered with the board: 

CORRECTIVE ACTION OR ACTION PLAN: 

17M 13 (Rev 10/08) PIC 
17M-13 (Rev. 01/11) 4of32 Initials 



2. Delivery of Drugs 

Yes No N/A 

DDD 	 Dangerous drugs and dangerous devices are only delivered to the licensed premise, and signed for 
and received by a pharmacist. (B&PC 4059.5[a], H&SC 11209(a)) 

Yes No N/A 

DDD A pharmacy may take delivery of dangerous drugs and dangerous devices when the pharmacy is 
closed and no pharmacist is on duty if all ofthe following requirements are met: (B&PC 4059.5[f]): 

• 	 The drugs are placed in a secure storage facility in the same building as the pharmacy fB&Pb 
(B&PC 4059.5[f][1]); 

• 	 Only the pharmacist-in-charge or a pharmacist designated by the pharmacist-in-charge has 
access to the secure storage facility after dangerous drugs or dangerous devices have been 
delivered (B&PC 4059.5[f] [2]); 

• 	 The secure storage facility has a means of indicating whether it has been entered after 
dangerous drugs or dangerous devices have been delivered (B&PC 4059.5[f] [3]); 

• 	 The pharmacy maintains written policies and procedures for the delivery of dangerous drugs 
and dangerous devices to a secure storage facility (B&PC 4059.5[f] [4]); and 

• 	 The agent delivering dangerous drugs and dangerous devices pursuant to this subdivision 
leaves documents indicating the name and amount of each dangerous drug or dangerous 
device delivered in the secure storage facility. The pharmacy shall be responsible for the 
dangerous drugs and dangerous devices delivered to the secure storage facility. The 
pharmacy shall also be responsible for obtaining and maintaining records relating to the 
delivery of dangerous drugs and dangerous devices to a secure storage facility. fB&Pb 
B&PC 4059.5[f] [5]) 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

3. 	 Drug Stock 

Yes No N/A 

DDD The drug stock is clean, orderly, properly stored, properly labeled and in-date. (B&PC 4342, ~ 

H&SC 111255, 22_CCR 70263[q], CCR 1714[b]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

4. 	 Pharmacist-in-Charge (PIC) 

Yes NoN/A 

DOD The pharmacy has a PIC that is responsible for the daily operation of the pharmacy. (B&PC 4101, 

4113,4305,4330, CCR 1709, 1709.1) 

17M 13 (Rev 10/08) PIC 
17M-13 (Rev. 01/11) 5 of32 Initials 



Yes No N/A 

DDD The PIC has adequate authority to assure the pharmacy's compliance with laws governing the 
operation of a pharmacy. (CCR 1709.1[b]) 

DDD 	 The PIC has completed a biennial pharmacy self-assessment before July 1 of each odd numbered 
year. An additional self-assessment will be completed within 30 days if a new permit is issued or a 
new PIC employed. Each self-assessmen,t will be maintained in the pharmacy for three years. 
(CCR 1715) 

DDD 	 Is the PIC in charge of another pharmacy? 

DDD 	 If yes, are the pharmacies within 50 driving miles of each other? (CCR 1709.1[c]) 

Name of the other pharmacy ____________________-'­

DDD 	 Any change of PIC is reported by the pharmacy and the departing PIC to the board in writing within 
30 days. (B&PC 4101, 4113) 

DDD 	 Is the PIC serving concurrently as the designated representative-in-charge for a wholesaler or 
veterinary food-animal retailer? (CCR 1709.1[d]) 

If yes, name the wholesaler or veterinary food-animal retailer. 

CORRECTIVE ACTION OR ACTION PLAN: 

5. Duties of a Pharmacist 

Yes No N/A 

DDD The pharmacist receives a new prescription order from the prescriber, consults with the patient, 
identifies, evaluates and interprets a prescription, interprets the clinical data in a patient medication 
record, consults with any prescriber, nurse, health professional or agent thereof, supervises the 
packaging of drugs, checks the packaging procedure and product upon completion, is responsible for 
all activities of pharmacy technicians to ensure that all such activities are per formed completely, 
safely and without risk of harm to patients, performs any other duty which federal or state law or 
regulation authorizes only a registered pharmacist to perform and performs all functions which 
require professional judgment. (CCR 1707.2, 1793.1, B&PC 4052,4052.1,4052.2,4052.3,4052.4, 
4070(a)) 

DDD 	 The pharmacist as part of the care provided by a health care facility, a licensed clinic in which there is 
physician oversight, or a provider who contracts with a licensed health care service plan with regard 
to the care or services provided to the enrollees of that health care service plan, is performing the 
following functions, in accordance with policies, procedures, or protocols ofthat facility, licensed 
clinic, or health care service plan that were developed by health professionals, including physicians 
and surgeons, pharmacists and registered nurses. The functions are: ordering or performing routine 
drug therapy related patient assessment procedures, ordering drug therapy related laboratory tests, 
administering drugs or biologicals by injection, adjusting the drug regimen of a patient, and 
performing moderate or waived laboratory tests. (B&PC 4052,4052.1, 4052.2, 4052.3, 4052.4) 
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DDD 	 The pharmacist dispenses emergency contraceptive pursuant to statewide protocol found in 
16 CCR 1746. 

CORRECTIVE ACTION OR ACTION PLAN: 

6. Duties of an Intern Pharmacist 

Yes No N/A 


DDD The intern pharmacist may perform all the functions of a pharmacist only under the direct 

supervision of a pharmacist. A pharmacist may supervise two interns at anyone time. f8&P(; 

(B&PC 4114,4023.5, CCR 1726) 


DDD 	 All prescriptions filled or refilled by an intern are, prior to dispensing, checked for accuracy by a 
licensed pharmacist and the prescription label initialed by the checking pharmacist. {(;GR 
(CCR 1717[b][1], CCR 1712) 

DDD 	 The intern hours affidavits are signed by the pharmacist under whom the experience was earned. 
(B&PC 4209, CCR 1726) 

. CORRECTIVE ACTION OR ACTION PLAN: 

7. Duties of a Pharmacy Technician 

Yes No N/A 

DDD Registered pharmacy technicians are performing packaging, manipulative, repetitive, or other 
nondiscretionary tasks, while assisting and under the direct supervision and control of a pharmacist. 
(B&PC 4023.5,4038,4115, CCR 1793, 1793.2, 1793.7) 

DDD Pharmacy technician ratio when only one pharmacist is present, is no more than one technician. For 
each additional pharmacist presentL the ratio may not exceed 2 technicians for each additional 
pharmacist. (B&PC 4038,4115, CCR 1793.7[f]) 

DDD A pharmacy technician or pharmacy technician trainee wears identification, in 18-point type, that 
identifies him or her self as a pharmacy technician or pharmacy technician trainee. (B&PC 680,.s&Pb 
B&PC 4115.5[e], CCR 1793.7[d]) 

DDD The pharmacy has a job description for the pharmacy technician and written policies and procedures 
to ensure compliance with technician requirements. (CCR 1793.7[e]) 

CORRECTIVE ACTION OR ACTION PLAN: 

17M 13 (Rev 10/(8) PIC 
17M-13 (Rev. 01/11) 7 of32 Initials 



8. 	 Duties of Non-Licensed Personnel 

Yes No N/A 

DOD A non-licensed person (clerk/typist) is permitted to type a prescription label or otherwise enter 

prescription information into a computer record system, and----at the direction of a pharmacist-may 
request and receive refill authorization. (CCR 1793.3) 

DOD 	 The number of non-licensed personnel supervised by each pharmacist does not interfere with the 

effective performance of the pharmacist's responsibilities under the Pharmacy Law. ~ 
(CCR 1793.3[b]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

PHARMACY PRACTICE 


9. Consultation/Patient Profile/Review of Drug Therapy 

Yes No N/A 

DOD 	 Pharmacists provide oral consultation (B&PC 4052[a][7], CCR 1707.2): 

• 	 whenever the prescription drug has not been previously dispensed to the patient; 

• 	 whenever a refill prescription drug is dispensed in a different dosage form, strength, or with 
new written directions; 

• 	 upon request; and 

• 	 whenever the pharmacist deems it warranted in the exercise of his or her professional 
judgment. 

Yes No NlA 

DOD 	 The pharmacy maintains patient profile information including allergies, date of birth or age, gender 

and other prescription and nonprescription drugs that the patient takes. (CCR 1707.1) 

DOD 	 The pharmacist reviews a patient's drug therapy and medication record prior to consultation. ~ 
(CCR 1707.3) 

DOD 	 Consultation is performed in a manner that protects the patient's protected health care information 
and in an area suitable for confidential patient consultation. (Civil Code 56.10, CCR 1714[a]) 

DOD 	 Appropriate drug warnings are provided orally or in writing. (B&PC 4074, CCR 1744) 

DOD 	 If prescription medication is mailed or delivered, written notice about the availability of consultation 
is provided. (CCR 1707.2[b][2]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 
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10. Prescription Requirements 

Yes No N/A 


DDD Prescriptions are complete with all the required information. (B&PC 4040,4070) 


DDD 	 Orally transmitted prescriptions are received and reduced to writing only by a pharmacist or intern 
pharmacist working under the direction supervision of a pharmacist. (B&PC 4070, CCR 1717) 

DDD 	 If a prescription is orally or electronically transmitted by the prescriber's agent, the pharmacist 
makes a reasonable attempt to verify that the prescriber's agent is authorized to do so, and the 
agent's name is recorded. (B&PC 4071) 

DDD 	 If orally transmitted, the pharmacist who received the prescription is identified by initialing the 
prescription, and if dispensed by another pharmacist, the dispensing pharmacist also initials the 
prescription. (CCR 1717,1712) 

DDD 	 The security and confidentiality of electronically transmitted prescriptions are maintained. 
(B&PC 4070[c], CCR 1717.4[h]) 

Yes No Nl-A 


DDD Facsimile prescriptions are received only from prescriber's office. (B&PC 4040[c]) 


DDD 	 Internet prescriptions for patients (human or animal) in this state are only dispensed or furnished 
pursuant to a prior good faith examination. (B&PC 4067[a]) 

DDD 	 With the exception of those prescriptions written under H-&-S 11159.2, all written controlled 
substances prescriptions (Schedules II - V) are on California Security Prescription forms. fH&£ 
(H&SC 11164[a]) 

DDD 	 All controlled substance prescriptions are valid for six months and are signed and dated by the 
prescriber. (H&S~ 11164[a]-[1]-, 11120[e]) 

CORRECTIVE ACTION OR ACTION PLAN: 

11. Prescription Labeling, Furnishing and Dispensing 

Yes No N/A 

DDD The prescription label contains all the required information. (B&PC 4076) 

DDD The prescription label is formatted in accordance with CCR 1707.5. 

DDD If requested by the consumer, the pharmacy provides the consumer with a prescription label that is 
printed in 12-point typeface. (CCR 1707.5[a)) 
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DDD The pharmacy is exempt from the prescription label requirements in CCR 1707.5. 

DDD 


DDD 


DDD 

DDD 


DDD 


DDD 


DDD 


DDD 


DDD 


DDD 


DDD 


Exemption approved by board from: to 

Expiration dates of drugs' effectiveness are consistent with those of the manufacturer if the 
information is required on the original manufacturer's label. (B&PC 4076) 

The trade name or generic name and manufacturer of the prescription drug is accurately identified 
on the label and prescription record. (B&PC 4076, CCR 1717[b][2]) 

Generic substitution is communicated to the patient. (B&PC 4073) 

If the prescription is filled by a pharmacy technician, before dispensing the prescription is checked for 
accuracy by a licensed pharmacist and that pharmacist initials the prescription label. fB&I2b 
(B&PC 4115, CCR 1793.7, CCR 1712) 

The federal warning label prohibiting transfer of controlled substances is on the prescription 
container. (21 CFR 290.5) 

Prescriptions are dispensed in a new and child-resistant container, or senior-adult ease-of-opening 
tested container, or in a non-complying package only pursuant to the prescriber or when requested 
by the purchaser. (25 USC 1473 section 4[b], 16CFR 1700.15, CCR 1717) 

Patient package inserts are dispensed with all estrogen and progesterone medications. (21 CFR_ 
(21 CFR 310.515,310.516) 

. 
The pharmacy provides patients with Black Box Warning Information in conformance with ~ 
21 CFR 201.57[c]. 

This pharmacy furnishes dangerous drugs in compliance with B&PC 4126.5 only to a patient pursuant 
to a prescription, a wholesaler from whom the dangerous drugs were purchased, a manufacturer 
from whom the drugs were purchased, a licensed wholesaler acting as a reverse distributor, another 
pharmacy to alleviate a temporary shortage with a quantity sufficient to alleviate the temporary 
shortage, a health care provider authorized to received drugs, or to another pharmacy of common 
ownership, .:. 

The label includes a physical description of the dispensed medication, including its color, shape, and 
any identification code that appears on the tablets or capsules. (B&PC 4076) 

Controlled substance prescriptions are not filled or refilled more than six months from the date 
written. (H&SC 11200-) 

CORRECTIVE ACTION OR ACTION PLAN: 
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12. Refill Authorization 

Yes No N/A 

DDD Refill authorization from the prescriber is obtained before refilling a prescription. (B&PC 4063,4064) 

DDD Refills are documented. (CCR 1717) 

DDD Prescriptions for dangerous drugs or devices are filled without the prescriber's authorization if the 
prescriber is unavailable to authorize the refill and if, in the ,pharmacist's professional judgment, 
failure to refill the prescription might interrupt the patient's ongoing care and have a significant 
adverse effect on the patient's well-being. (B&PC 4064) 

DDD Refills for Schedule II controlled substances are prohibited. (H&S~ 11200) 

DDD Refills for Schedule III and IV controlled substance prescriptions are limited to a maximum of.s 
~times within 6 months, and all refills taken together do not exceed a 120 day supply. (H&S~ 11200) 

CORRECTIVE ACTION OR ACTION PLAN: _______________________ 

13. Quality Assurance and Medication Errors 

Yes No N/A 

DOD Pharmacy has established quality assurance program that documents medication errors attributable, 
in whole or in part, to the pharmacy or its personnel. (B&PC 4125, CCR 1711) 

DOD 	 Pharmacy quality assurance policies and procedures are maintained in the pharmacy and are 
immediately retrievable. (CCR 1711[c]) 

DDD 	 The pharmacist communicates with the patient or patient's agent that a medication error has 
occurred and the steps required to avoid injury or mitigate the error. (CCR_1711[c][2][A], 1711[c][3]l 

DDD 	 When a medication error has occurred (drug was administered to or by the patient, or resulted in a 
clinically significant delay in therapy) the pharmacist communicates to the prescriber that a 
medication error has occurred. (CCR 1711[c][2][B], 1711-[c][3]) 

Yes No NJA 

DDD Investigation of pharmacy medication errors is initiated within two business days from the date the 
medication error is discovered. (CCR 1711[d]) 

DDD 	 The record for quality assurance review for a medication error contains: (CCR 1711[e]) 

• Date, location, and participants in the quality assurance review; 

• Pertinent data and other information related to the medication error(s) reviewed; 

• Findings and determinations; and 

I!I Recommended changes to pharmacy policy, procedure, systems or processes, if any. 
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DDD The record of the quality assurance review is immediately retrievable in the pharmacy and is 
maintained in the pharmacy for at least one year from the date it was created. (CCR 1711[f]) 

DDD Pharmacists are not deviating from the requirements of a prescription except upon the prior consent 
of the prescriber, and selection of the drug product is in accordance with B&PC 4073 (generic 
substitution). (CCR 1716) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


14. 	 Erroneous or Uncertain Prescriptions / Corresponding Responsibility for Filling Controlled 
Substance Prescriptions 

Yes No N/A 

DDD Before dispensing a prescription that contains any significant error, omission, irregularity, 
uncertainty, ambiguity or alteration, the pharmacist contacts the prescriber to obtain information 
needed to validate the prescription. (CCR 1761[a]) 

DDD Pharmacists are aware of their corresponding responsibility to determine that a prescription written 
for a controlled substance was issued for legitimate medical purposes only. (H&S~ 11153) 

ODD Even after conferring with the prescriber, the pharmacist does not dispensg a controlled substance 
prescription if he or she knows or has objective reason to know that the prescription was not issued 
for a legitimate medical purpose. (CCR 1761[b]) 

CORRECTIVE ACTION OR ACTION PLAN: 

15. 	 Prescription Transfer 

Yes No N/A 

DDD Only pharmacists transfer prescriptions from pharmacy to pharmacy, and records of prescription 

transfers are kept as required. (CCR 1717JfHg..l[1-6]) 

DDD 	 Complete and accurate transfer records are kept on each prescription and refill when dispensed by 
pharmacies sharing a common electronic file. (CCR 1717.1) 

a. Schedule III, IV and V Controlled Substance Prescription Transfers 

DDD 	 For the transferring pharmacy: the prescription hard copy is pulled and "void" is written on its face. 
The name of the pharmacy to which the prescription is transferred is written on the back of the 
voided prescription and all other information is recorded as required. The prescription can be 
transferred only once unless the phi3rrnacies electronically share a real-time, on-line database, in 
which case the prescription is transferred up to the maximum refills permitted by law and the 
prescriber's authorization. (CFR 1306.25, CCR 1717[f]) 
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DOD 	 For the receiving pharmacy: the prescription is reduced to writing by the pharmacist and "transfer" 
is written on the face ofthe transferred prescription and all other information is recorded as 
required. (CCR 1717fijW, CFR 1306.25) 

CORRECTIVE ACTION OR ACTION PLAN: 

16. Confidentiality of Prescriptions 

Yes No N/A 

DOD Patient information is maintained to safeguard confidentiality. (Civil Code 56.10 et seq.) 

DOD All prescriptions are kept confidential and only disclosed as authorized by law. (CCR 1764) 

DOD The pharmacy ensures electronically transmitted prescriptions are received, maintained and 
transmitted in a secure and confidential manner. (CCR 1717.4[h]) 

DOD If electronically transmitted prescriptions are received by an interim storage device (to allow for 
retrieval at a later time), the pharmacy maintains the interim storage device in a manner to prevent 
unauthorized access. (CCR 1717.4[d]) 

DOD If pharmacy has established and utilizes common electronic prescription files to maintain required 
dispensing information, the system shall not permit disclosure of confidential medical information 
except as authorized by law. (CCR 1717.1) 

DOD Destruction or disposal of patient records preserves the confidentiality of the information contained 
therein. (Civil Code 56.101) 

CORRECTIVE ACTION OR ACTION PLAN: 

17. Record Keeping Requirements 

Yes No N/A 

DOD A completed biennial pharmacy self -assessment is on file in the pharmacy and maintained for three 
years. (CCR 1715) 

DOD 	 All drug acquisition and disposition records (complete accountability) are maintained for at least 
three years. These records include (B&PC 4081,4105,4333): 

• Prescription records ((;GR B&PC 4081[a]) 

• Purchase Invoices for all prescription drugs (B&PC 4081[b]) 

• Biennial controlled substances inventory (21 CFR 1304.11, CCR 1718) 

• u.s. Official Order Forms (DEA Form 222) (21 CFR 1305.13) 

• Power of Attorney for completion of DEA 222 forms (21 CFR 1305.07) 
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• Theft and Loss Reports (DEA Form 106) (21 CFR 1301.74[c]) 

• 	 Record documenting return of drugs to wholesaler or manufacturer (B&PC 4081) 

• 	 Record documenting transfers or sales to other pharmacies, licensees and prescribers 
(B&PC 4081, 4105, CCR 1718) 

Yes No N/A 

DDD Hypodermic needle and syringe sales by a pharmacist to a person without a prescription are limited 
to: (B&PC 4140, 4149) . 

• 	 Persons known to the pharmacist and when the pharmacist has previously been provided 
with a prescription or other proof of legitimate medical need; 

• 	 Use on animals, provided the person is known to the pharmacist or the person's identity can 
be properly established. 

• 	 The sale of 10 or fewer hypodermic needles or syringes at anyone time to a person 18 or 
older only if the pharmacy is registered in their local county or city with the Disease 
Prevention Demonstration Project, and complies with the requirements of that project. 
(H&S 11364, B&PC 4145) 

DOD 	 Records stored off-site (only for pharmacies who have obtained a waiver from the Board of 

Pharmacy to store records off-site) are secure and retrievable within two business days. Records for 
non-controlled substances are maintained on the licensed premises for at least one year from the 
date of dispensing. Controlled substances are maintained on the licensed premises for at least two 
years from the date of dispensing~ (CCR 1707) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

18. DEA Controlled Substances Inventory 

Inventory: 
Yes No N/A 

DOD Is completed biennially (every two years). Date completed: _________ 

(21 CFR 1304.11[b]) 

DOD Schedule II inventory is separate from Schedule ±l-±-!!1IV and V. (21 CFR 1304.04[h][1], 
1304.04[h] [2]) 

DOD Is available for inspection for three years. (CCR 1718) 

DOD 	 Separate Schedule II records are maintained. This includes Schedule II prescriptions, invoices, .ys 
US official order forms, and inventory records. (CFR 1304.04[h]) 

DOD 	 Schedule III-V prescriptions are filed separately from all prescription records or are designated with a 
red "c." However, the red C requirement is waived if the pharmacy uses an automated data 
processing or other record keeping system for identification of controlled sybstances by prescription 
number and the original prescription documents can be retrieved promptly. (21 CFR 
(21 CFR 1304.04[h][2]) 
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Yes NoN/A 

DDD Inventories and records for Schedule III-V controlled substances are filed separately or are 
designated in some manner that makes the required information readily retrievable from ordinary 
business records. (21 CFR 1304.04) 

DDD 	 u.S. Official Order Form (DEA Form-222) is utilized when ordering all schedule II controlled 
substances. When schedule II controlled substance orders are received by the pharmacy, for each 
item received, the date and quantity received is indicated on the DEA Form-222. (21_CFR 1305.03, 
1305.12) 

DDD 	 When a pharmacy distributes schedule II controlled substances to a DEA registrant (pharmacies, 
wholesales, manufacturers, prescribers) a -DEA Form-222 is prepared by the purchasing registrant 
and -provided to the pharmacy selling the schedule II controlled substances. (21 CFR 1305.12) 

DDD 	 When the pharmacy distributes Schedule II controlled substances to other DEA registrants, such as 
those listed above, Copy 2 of the DEA Form-222, is properly completed by the pharmacy selling the 
controlled substances and that copy is submitted at the end of each month to the DEA regional 
office. (21 CFR 1305.13) 

DDD 	 Sales of controlled substances to other pharmacies or prescribers do not exceed five percent of the 
total number of controlled substances dosage units dispensed per calendar year; otherwise a 
wholesaler registration is obtained from DEA and from the board. (21 CFR 1307.11[b], Prescription 
Drug Marketing Act of 1987 [Pub. L. 100-293, Apr. 22,_1988] 503. B&PC 4160) 

DDD 	 When dispensed upon an lIoral" order for a true emergency, a Schedule II prescription is provided by 
the prescriber by the 7th day following the transmission of the oral order. If not received, the 
pharmacy reports failure to provide prescription document to the California Bureau of Narcotic 
Enforcement within 144 hours ofthe failure to provide prescription. (H&SC 11167[d]) 

Yes No NfA 

DDD The pharmacy generates a controlled substance printout for refills of Schedule III-V prescriptions at 
least every three days (72 hours) which contains the signature of the dispensing pharmacist, or the 
pharmacy maintains an alternate system to document the refilling of controlled substance 
prescriptions that complies with 21 CFR 1306.22. 

DDD 	 Any controlled substances drug loss is reported upon discovery to the DEA and within 30 days of 
discovery to the Board of Pharmacy. (21 CFR 1301.74[c], CCR 1715.6) 

DDD 	 Do pharmacy staff hand initial prescription records or prescription labels, or 

DDD 	 Does the pharmacy comply with the requirement for a pharmacist to initial or sign a prescription 
record or prescription label by recording the identity of the reviewing pharmacist in a computer 
system by a secure means. This computer does not permit the record to be altered after made and 
the record ofthe pharmacist's identity made in the computer system is immediately retrievable in 
the pharmacy. (CCR 1712, 1717[b][1]) 

DDD 	 All Schedule II through IV controlled substance dispensing data is successfully transmitted to CURES 
weekly. (H&SC 11165[d]) 

CORRECTIVE ACTION OR ACTION PLAN: ____________________ 
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19. Oral/Electronic Transmission and Fractionation of Schedule II Controlled Substance Prescriptions 

Yes No N/A 

DOD A faxed prescription for a Schedule II controlled substance is dispensed after the original written 
prescription is received from the prescriber. (21 CFR 1306. 11 [a], H&SC 11164) 

DOD 	 An oral prescription for a ~chedule II controlled substance for a patient in a licensed skilled nursing 
facility, licensed intermediate care facility, licensed home health agency or a licensed hospice care is 
dispensed only after the pharmacist has reduced the prescription to writing on a pharmacy­
generated prescription form. The licensed facility provides the pharmacy with a copy ofthe 
prescriber signed order when available. (21 CFR 1306.11[f], H&SC 11167.5) 

DOD 	 An electronically transmitted order for a Schedule II controlled substance for a patient in a licensed 
skilled nursing facility, licensed intermediate care facility, licensed home health agency or a licensed 
hospice care is dispensed after the pharmacist produces, signs and dates the hardcopy prescription 
on a form of the pharmacy's design. The licensed facility forwards to the dispensing pharmacist a 
copy of the order signed by the prescriber when available. {21 CFR 1306.11[f], H&SC 11167.51 

DOD 	 If unable to supply the full quantity, the pharmacist partially fills a Schedule II prescription and is 
aware that if the remaining portion of the prescription is to be filled, it must be filled within 72 hours. 
(21 CFR 1306.13[a]) 

Yes Ne NIA 

DOD The pharmacist maintains records of each partial filling (filled within 60 daysfrom the date of 
prescription issuance) of an original prescription for a Schedule II controlled substance written for a 
patient of a skilled nursing facility or a patient diagnosed as "terminally iII~"~ (21 CFR 1306.13[b], 
CCR 1745) 

DOD 	 The pharmacist, in a true emergency dispenses a Schedule II controlled substance from a prescription 
transmitted orally or electronically by a prescriber. If the order is written by the prescriber, the 
prescription is in ink, signed and dated by the prescriber. If the prescription is orally or electronically 
transmitted, it must be reduced to hard copy. The prescriber provides a written prescription on a 
controlled substance form that meets the requirements of H&S~ 11162.1 by the seventh day 
following the transmission of the initial order. (21 CFR 1306.11[d], H&SC 11167) 

DOD 	 All prescriptions received, maintained or transmitted by the pharmacy, whether new or refill, 
received orally, in writing or electronically, are handled to ensure their security, integrity, 
authenticity and confidentiality. (CCR_1717.4) 

DOD 	 Electronic image transmission prescriptions are either received in hard copy or the pharmacy has the 
capacity to retrieve a hard copy facsimile of the prescription from the pharmacy's computer memory. 
(CCR 1717.4[e]) 

DOD 	 All electronically transmitted prescriptions include the name & address ofthe prescriber, a telephone 
number for oral confirmation, date of transmission and the name of identity of the recipient. 

, (CCR 1717.4[c]) 
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Yes No N/A 

DDD Prescriptions received into an interim storage device, in addition to the prescription information, 
record and maintain the date the prescription is entered into the device, the date the prescription is 
transmitted out ofthe device and the recipient of the outgoing transmission. (1717.4[d]) 

CORRECTIVE ACTION OR ACTION PLAN: 

20. 	 Automated Dispensing/Delivery Devices 

Yes No N/A 

DDD 	 Does the pharmacy use an automated dispensing/delivery device and/or prescription drop box? 
(CCR 1713) 

DDD 	 The drugs in an automated dispensing unit are properly labeled and identified with at least the 
following information: name of drug, strength and dosage form, manufacturer and manufacturer's 
lot number, and expiration date. (21 CFR Part 210,211, B&PC 4342) 

DDD 	 For an "automated drug delivery system" located in a skilled or intermediate care facility licensed by 
the Department of Public Health, the following is required: 

• 	 Pharmacy and facility have developed policies and procedures to insure safety, accuracy, 
accountability, security, access, patient confidentiality, and maintenance of the quality, 
potency, and purity of stored drugs. (H&SC 1261.6[d][l]) 

• 	 A pharmacist reviews the order and patient's profile prior to the drug being removed. 
(H&SC 1261.6[e] [2]) 

• Stocking of the automated drug delivery system is'done by a pharmacist. (H&SC 1261.6[f]) 

Yes No NJA 

DDD If the automated drug delivery system utilizes removable pockets, drawers, or similar technology, the 
stocking system is done outside the facility in a pharmacy and delivered to the facility: 

• 	 Drugs are restocked by a pharmacist or by an intern or technician working under the 
supervision of a pharmacist. (H&SC 1261.6[f][1]) 

• 	 Removable pockets or drawers are transported between the pharmacy and the facility in a 
secure tamper-evident container. (H&SC 1261.1[f] [2]) 

CORRECTIVE ACTION OR ACTION PLAN: 

17M 13 (Rev 10/08) PIC 
17M-13 (Rev. 01/11) 17 of 32 Initials 



21. Repackaging by the Pharmacy 

Yes No N/A 

DDD Drugs are repackaged (precounted or poured) in quantities suitable for dispensing to patients ofthe 
pharmacy. Such repackaging is performed according to the Current Good Manufacturing Practice 
(CGMP), and the drugs are properly labeled with at least the following information: name of drug, 
strength, dosage form, manufacturer's name and lot number, expiration date, and quantity per 
repackaged unit. (21 CFR Part 210,211 [CGMP], B&PC 4342, H&SC 110105, 111430. CCR 1707.5) 

DDD A log is maintained for drugs pre-packed for future dispensing. (CCR ~ 1751.1) 

DDD Drugs previously dispensed are re-packaged at the patient's request in compliance with-B&PG 
B&PC 4052.7. 

CORRECTIVE ACTION OR ACTION PLAN: 

22. Refill Pharmacy 

Yes No N/A 

DDD 


DDD 


Yes No Nt:'. 

DDD 


DDD 

DDD 

DDD 

DDD 
DDD 

DDD 


Pharmacy processes refills for another California licensed pharmacy (CCR 1707.4[a]) 

If the answer is "yes", name the pharmacy or pharmacies 

Does the pharmacy employ the use of a common electronic file? If yes, are there policies and 
procedures in place to prevent unauthorized disclosures? (CCR 1717.1) 

Some or all pharmacy refill orders are processed by another California licensed pharmacy. 
(CCR 1707.4[a]) 

If the answer is "yesL", name of refilling pharmacy(s) ____________ 

If the answer to both questions above is "no" or "not applicable" go to section 23 ~. 


Originating pharmacy and refill pharmacy have a contract outlining the refill arrangement, or the 

pharmacies have the same owner. (CCR 1707.4[a][1]) 


Refill prescription label meets requirements of B&PC 4076 and CCR 1707.5 and shows the name and 

address ofthe refilling and or originating pharmacy. (CCR 1707.4[a][2]) 


Patient is provided with written information, either on the prescription label or prescription 

container that describes which pharmacy to contact for questions. (CCR 1707.4[a][3]) 


Both pharmacies maintain complete and accurate records or refill. (CCR 1707.4[a][4]) 


Both pharmacies are responsible for accuracy of the refilled prescription. ICCR 1707.4[a][S]) 


Originating pharmacy is responsible for consultation, maintenance of a medication profile and 

reviewing the patient's drug therapy before delivery of each prescription. (CCR 1707.4[a][6]) 
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CORRECTIVE ACTION OR ACTION PLAN: 

23. 	 Policies and Procedures 

Yes No N/A 


DOD There are written policies and procedures in place for: 


• 	 The pharmacist's administration of immunizations by injection pursuant to a prescribers 
order; (B&PC 40S2[a][S][A][iii] 4052.1[a][3l) 

• 	 Action to be taken to protect the public when a licensed individual employed by or with the 
pharmacy is known to be chemically, mentally, or physically impaired to the extent that it 
effects his or her ability to practice the profession or occupation authorized by his or her 
license; (B&PC 4104[a]) ­

• 	 Action to be taken to protect the public when a licensed individual employed by or with the 
pharmacy is known to have engaged in the theft or diversion or self-use of prescription drugs 
belonging to the pharmacy; (B&PC 4104[b]) 

• 	 Oral consultation for discharge medications to an inpatient of a health care facility licensed 
pursuant to H&SC 1250, or to an inmate of an adult correctional facility or juvenile detention 
facility; (B&PC 4074, CCR 1707.2[b][3l) 

• 	 Operation ofthe pharmacy during the temporary absence ofthe pharmacist for breaks and 
meal periods including authorized duties of personnel, pharmacist's responsibilities for 
checking all work performed by ancillary staff, and pharmacist's responsibility for 
maintaining the security of the pharmacy; (CCR 1714.1[f]) 

• 	 Assuring confidentiality of medical information if your pharmacy maintains the required 
dispensing information for prescriptions, other than controlled substances, in a shared 
common electronic file~.,. (CCR_1717.1[el) 

• 	 The delivery of dangerous drugs and dangerous devices to a secure storage facility, if the 
pharmacy accepts deliveries when the pharmacy is closed and there is no pharmacist 
present~.,. (B&PC 4059.5[f] [1]) 

• 	 Compliance with +itle-7 Title VII of Public Law 109-177 - Combat Methamphetamine 
Epidemic Act of 2005~.,. 

• 	 Reporting requirements to protect the public~.,. (B&PC 4104) 

• 	 Preventing the dispensing of a prescription drug that is contrary to the law~.,. (B&PC 733) 

• 	 Preventing the dispensing of a prescription when the pharmacist determines that the 
prescribed drug or device would cause a harmful drug interaction or would otherwise 
adversely affect the patient's medical condition~.,. and (B&P~.g 733) 

• 	 Helping patients with limited or no English proficiency understand the information on the 
prescription container label in the patient's language, including the selected means to 
identify the patient's language and providing interpretive services in the patient's language. 
(CCR 1707.5) 
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Yes No N.tA 


DDD Does your pharmacy employ the use of a common electronic file? 


• 	 If yes, are there policies and procedures in place to prevent unauthorized disclosures? ~ 
(CCR 1717.1) 

CORRECTIVE ACTION OR ACTION PLAN: 

24. CeFRl'Jel:lR~iRg Sterile IRjeEtaI:Jle Drl:lgs 

a. CeFRl'Jel:lR~iRg Area fer PareRteral Sell:ltieRs 

Yes No NtA 

DOD PhaFl'flacy has a board issued Licensed Sterile Compounding permit or has current accreditation from 
the Joint Commission on Accreditation of Flealthcare Organieations, or other board approved 
accreditation agency. (B&PC 4127.1(a) and 4127.1(d]) 

LSC # OR 

DOD 
Name of accreditation agency 

The pharmacy has a designated area or cleanroom for the preparation of sterile products from a non 
sterile source that has the follovJing: 

An ISO class 5 laminar airflow hood ' ....ithin an ISO class 7 cleanroom; (B&PC 4127.7(a]) 

A positive air pressure differential in the cleanroom that is relative to adjacent areas; 
(B&PC 4127.7(a]) 

An ISO class 5 clean room (B&PC 4127.7[b]); and 

A barrier isolator that provides an ISO class 5 environment for compounding. (B&PC 
4127.7(c]) 

Yes No NtA 

DOD The preparation of sterile injectable products is conducted in an environment that meets criteria 
specified in pharmacy's written policies and procedures. (CCR 1751.01[a]) 

CORReCTIVe ACTION OR ACTION PLAN: 

Yes No NUl, 

DOD The compounding environment meets criteria specified in pharmacy's written policies and 
procedures for safe compounding of sterile injectable drugs. (CCR 1751.01(a]) 
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DOD Only those who are properly attired pursuant to (CCR 1751.4) are allov/ed in the cleanroom. (CCR 
1751.01[b]) 

DOD All equipment used in the designated cleanroom is made of easily cleaned and disinfected material. 
(CCR 1751[c1) 

DOD E)(terior vlorkbench surfaces and other hard surfaces in the cleanroom, such as '.';'alls, floors, ceilings, 

shelves, tables, and stools are disinfected \veekly and. after any unanticipated event that could 
increase risl< of contamination (B&PC 1751.01[d]) . 

DOD There are current and appropriate reference materials regarding the compounding of sterile 

injectable products located in or immediately available to the pharmacy. (CCR 1751.9) 

CORRECTIVE ACTION OR ACTION PLAN: 

c. Pelicies aREi PreceEil::lres 

Yes No NlA 

DOD The pharmacy has written policies and procedures associated with the preparation and dispensing of 

sterile injectable products and includes: (CCR 1751.02J 

Compounding, filling, and labeling of sterile injectable corn pounds; 

Labeling of the sterile injectable product based on the intended route of administration and 
recommended rate of administration; 

Equipment and supplies; 

Training of staff in preparation of sterile injectable products; 

Training of patient and/or caregiver in the administration of compounded sterile injectable 
products; 

Procedures for the handling and disposal of cytotoxic agents; 

Quality assuraF)ce program; and 

Record I<eeping requirements. 

Yes No N.IA 

DOD 

DOD 

Ingredients and compounding process for each preparation is determined in ' ....riting and reviewed by 

a pharmacist before compounding begins. (CCR 1751.02 [b]) 

If compounding sterile injectable products from one or more non sterile ingredients, the pharmacy 

has written policies and procedures that comply ' ....ith the follo' ....ing: 

Policies and procedures are immediately available to all compounding personnel and board 
inspectors (CCR 1751.02 [c][l]); and 

All compounding personnel have read the policies and procedures, any additions, revisions, 
and deletions before compounding. (CCR 1751.02 [c][2]) 

DOD Policies and procedures address the following: (CCR 1751.02 [c][3] [A K]) 
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Competency evaluation; 


Storage and handling of products and supplies; 


Storage and delivery of final products; 


Process validation; 


Personnel access and movement of materials into and near the controlled area; 


Use and maintenance of environmental control devices used to create the critical area for 

manipulation of sterile products (Le., laminar airflow ' ....orkstations, biological safety cabinets, 

class 100 cleanrooms, and barrier isolator ' ....orkstations; 


/\ regular cleaning schedule for the controlled area and any equipment in the controlled area 

and the alternation of disinfectants. Pharmacies subject to an institutional infection control 

policy may fa 110'1"" that policy as it relates to cleaning schedules; 


Disposal of packaging materials, used s~/ringes, containers, and needles to enhance sanitation 
and avoid accumulation in the controlled area; 


For sterile batch compounding, written policies and procedures for the use of master 

formulas and .....orIE sheets and for appropriate documentation; 


Sterilization; and 


end product evaluation and testing. 


CORReCTIVe ACTION OR ACTION PLAN: 

Go bai:leliAg 

Yes No N.tA 


DOD The pharmacy's compounded sterile injectable product labels contain: (CCR 1751.2) 


Telephone number of the pharmacy, unless dispensed for a hospital in patient; 

Name and concentrations of ingredients contained in the product; 

Instructions for storage and handling; and 

A special label that states "Chemotherapy Dispose of Properly" for all cytotoxic agents. 

CORReCTIVe ACTION OR ACTION PLAN: 
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e. ReeerEi KecpiRg RCEfYircR-'lcRts 

Yes No NJA 

DOD Pharmacy records for sterile injectable products produced for future use (pursuant to section 
1716.1), in addition to record requirements of section 1716.2, contain the name, lot number, 
amount, and date on 'Nhich the products ""Jere provided to a prescriber. (CCR 1751.3[a]) 

DOD Records for sterile products compounded from one or more non sterile ingredients are maintained 
for at least three years and contain the follo'Ning: (CCR 1751.3[b]) 

The training and competency evaluation of employees in sterile product procedures; 

Refrigerator and freezer temperatures; 

Certification of the sterile compounding environment; 

Other facility quality control logs specific to the pharmacy's policies and procedures (e.g., 
cleaning logs for facilities and equipment); 

Inspection for expired or recalled pharmaceutical products or raw ingredients; and 

DOD 

Preparation records including the master ' ....ork sheet, the preparation work sheet, and 
records of end product evaluation results. 

The pharmacy maintains records of validation processes as required by Section 1751.7(b) for three 
years. (CCR 1751.3[c]) 

CORRECTIVE ACTION OR ACTION PLAN: 

f. Attirc 

Yes No N.!A 

DOD 'Jo'hen preparing CytOtOlEiC agents, gmNns and gloves are worn.(CCR 1751.4[a]) 

Yes No N.!A 

DOD 'Nhen compounding sterile products from one or more non sterile ingredients and a barrier isolator 
is D.Q1.used: 

Cleanroom garb is donned and removed outside the designated area; (CCR 1751.4[b][2]) 

Individuals in the cleanroom wear a low shedding coverall, head cover, facemask, and shoe 
covers; (CCR 1751.4 [b][l]) 

No hand, finger, or '....rist jewelry is worn or if the jewelry cannot be removed, it is cleaned 
and covered with a sterile glove; (CCR 1751.4[b][3]) 

Head and facial hair is kept out of critical area or covered (CCR 1751.4[b][4]); and 

Gloves of low shedding material are worn. (CCR 1751.4 [b][5]) 

CORRECTIVE ACTION OR ACTION PLAN: 
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g.TraiRiAg af Staff, PatieRt, aRE! Caregi',er 

Yes No N.'A 

DOD 	 Consultation is available to the patient and/or primary caregiver concerning proper use of sterile 
iR:iectable products and related supplies furnished by the pharmacy. (CCR 1751.5[a]) 

DOD 	 The pharmacist in charge ensures that all pharmacy personnel engaging in compounding sterile 

injectable drug products has training and demonstrated competence in the safe handling of those 
products, including cytotOJEic agents if the pharmacy compounds such agents. (CCR 1751.5[b]) 

DOD 	 Records of training and demonstrated competence are available for each individual and are retained 
for three years beyond the employment period. (CCR 1751.5[c]) 

DOD 	 The pharmacist in charge ensures the continuing competence of pharmacy personnel engaged in 
compounding sterile injectable products. (CCR 1751.5[d]) 

DOD 	 'Nhen compounding sterile products from one or more non sterile ingredients, the pharmacy 
complies with the follm,ving training requirements: (CCR 1751.5[e]) 

DOD 	 The pharmacy follovls a '<witten program of training and performance evaluation designed to ensure 

that each person working in the designated area has the knowledge and skills necess~r'l to perform 
their assigned tasks properly. This program of training and performance evaluation addresses the 
following: (CCR 1751.5[e][1][A J]) 

Aseptic technique; 

Pharmaceutical calculations and terminology; 

Sterile product compounding documentation; 

Quality assurance procedures; 

Proper gowning and gloving technique; 

General conduct in the controlled area; 

Cleaning, sanitizing, and maintaining equipment used in the controlled area; 

Sterilization techniques; and 

Container, equipment, and closure system selection. 

Yes No N,tA 

DOD 	 Each person assigned to the controlled area successfully completes practical skills training in aseptic 

technique and aseptic area practices. (CCR 1751.5[e][2]) 

DOD. 	 Evaluation includes '.vritten testing and a ' ....ritten protocol of periodic routine performance checks 


involving adherence to aseptic area policies and procedures. (CCR 1751[e][2]) 


DOD 	 Each person's proficiency and continuing training is reassessed every 12 months. (CCR 1751[e][2]) 

DOD 	 Results of these assessments are documented and retained in the pharmacy for three years. (CCR 

1751[e][2]) 
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CORRECTIVE ACTION OR ACTION PLAN: 

I=h- Qispasal af '.\taste Material 

Yes No N.tA 

DOD The pharmacy has written policies and procedures for the disposal of infectious material and/or 
materials containing cytotoxic residues. (CCR 1751.6) 

DOD 	 The procedures include the cleanup of spills and are in conformance '.vith local health jurisdiction. 
(CCR 1751.6) 

CORRECTIVE ACTION OR ACTION PLAN: 

h Ql::lalit't' ASSl::lraRee aRE! Praeess '1aliE!atiaR 

Yes No NIA 

DOD There is a documented, ongoing quality assurance program that monitors personnel performance, 
equipment, and facilities, and the pharmacist in charge assures that the end product meets the 
required specifications by periodic sampling. (CCR 1751.7[a]) 

DOD 	 The Quality Assurance Program contains at least the following: (CCR 1751.7[a][1 5]) 

Cleaning and saniti2!ation of the parenteral medication preparation area; 

Batch produced sterile injectable drug products compounded from one or more non sterile 
ingredients are subject to documented end product testing for sterility and pyrogens and are 
quarantined until the end product testing confirms sterility and acceptable levels of 
pyrogens; 

The storage of compounded sterile injectable pro~ucts in the pharmacy and periodic 
documentation of refrigerator temperature; 

Steps to be taken in the event of a drug recall; and 

Written justification of the chosen C)<piration dates for compounded sterile injectable 
products in accordance ';'lith CCR 1716.2[a][3]). 

Yes No NotA 

DOD Each individual involved in the preparation of sterile injectable products successfully completes a 
validation process on technique before being allowed to prepare sterile injectable products. (CCR 
1751.7[b]) 

DOD 	 The validation process is carried out in the same manner as normal production, except that an 
appropriate microbiological growth medium is used in place of the actual product used during sterile 
preparation. (CCR 1751.7[b]) 
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DOD The validation process is representative of all types of manipulations, products and batch sizes the 
individual is CJEpected to prepare. (CCR 1751.7[b]) 

DOD The same personnel, procedures, equipment, and materials are in'.,<ol'.,<ed. (CCR 1751.7[bH 

DOD Completed medium samples are incubated. (CCR 1751.7[b]) 

DOD If microbiological growth is detected, the sterile preparation process is evaluated, corrective action 

taken, and the validation process is repeated. (CCR 1751.7[b]) 

DOD Personnel competency is re'.,<alidated and documented at least every 12 months, whenever the 

quality assurance program yields an unacceptable result, when the compounding process changes, 
equipment used in the compounding of sterile injectable drug products is repaired or replaced, the 
facility is modified in a manner that affects airflow or traffic patterns, or whatever aseptic techniques 
are observed. (CCR 1751.7[b]) 

CORRECTIVE ACTION OR ACTION PLAN: 

j. RefereREe Materials 

Yes No N'!A 

DOD Current reference materials are maintained or available to the pharmacy on the drugs and chemicals 

used in parenteral therapy services and all parenteral therapy manufacturing, dispensing, 
distribution, and counseling services provided. (CCR 1751.9) 

CORRECTIVE ACTION OR ACTION PLAN: 
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25 

COMPOUNDING 

24. 	 Prior to allowing any drug product to be compounded in a pharmacy, the pharmacist-in-charge 
must complete the "Compounding Self-Assessment" Form 17M-39 Rev. 01/11. lCCR 173S.2[j]) 

CeR!lpeYREiiRg NeR Sterile Dryg PreEiyets 

a. CeMpeYREiiRg YRappre, ..<eEi Drygs fer Preserilaer QUiee Yse (eeR 1716.1); 

Yes No NlA 

DOD Pharmacy compounds unapproved drugs for prescriber office use based upon a reasonable quantity 

DOD 	 Establishing reasonable quantity is based on the intended use of the compounded medication and 
nature of the prescriber's practice. 

DOD 	 Compounded medications means medications actively compounded by the pharmacy supplying 
them to a prescriber. 

DOD 	 Prescriber office use means application or administration in the prescriber's office or for distribution 
of not more than a 72 hour supply to the prescriber's patients as estimated by the prescriber. 

CORRECTIVE ACTION OR ACTION PLAN: 

Ia. ReEerEi KeepiRg ReqYireR!leRts CeR!lpeYREiiRg fer j;ytyre j;yrRishiRg (eCR1716.2) 

Yes No NlA 

DOD For the purpose of compounding in quantities larger than required for immediate dispensing by a 
prescriber or for future dispensing upon prescription, a pharmacy shall maintain records that include, 
but are not limited to: 

The date of preparation (compounding); 

The name of the manufacturer, the lot number of all components used to compound the 
product; 


The mEpiration date of each component (if not available, the source and date of purchase)~ 


A pharmacy lot number or identification number; 


DOD A master formula for each compounded drug product in a readily retrievable form to also include: 

The amount of each component, compounding directions, etc; 

A beyond use date not to mEceed 180 days or the shortest c)Epiration date of any component 
(unless the pharmacy possesses stability data for each product compounded by the 
pharmacy beyond the 180 days); 

The signature/initials of the person(s) who compounded the drug product; and 
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The signature/initials of the pharmacist who checked the final product. 

DOD 	 The final quantity of drug product compounded (number of individual units by ' ....eight or volume and 
paclEage size); 

Yes No N,/A 

DOD 	 Status/disposition of any quarantined compounded drug products to'also include release date; and 

DOD 	 Status/disposition of any compounded drug products that failed to meet standards for quality purity 
or strength. 

CORRECTIVE ACTION OR ACTION PLAN: 

26. 25. NUCLEAR PHARMACY 

Yes No N/A 

DDD All pharmacists handling radioactive drugs are competent in the preparation, handling, storage, 
receiving, dispensing, disposition and pharmacology of radioactive drugs. (CCR 1708.4) 

DDD A pharmacist qualified under CCR 1708.4 to furnish radioactive drugs is in the pharmacy whenever 

the furnishing of radioactive drugs occurs. All personnel involved in the furnishing of radioactive 
drugs are under the immediate and direct supervision of such a qualified pharmacist. (CCR 1708.5) 

DDD The pharmacy possesses a current Sterile Compounding Permit (B&P~ 4127) and is compliant with 

CCR 1751. (Mmust also complete section 21 Compounding Self-Assessment. 17M-39 Rev. 01/11.) 
(CCR 1735.2 et al.) 

CORRECTIVE ACTION OR ACTION PLAN: 
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PHARMACIST -IN-CHARGE CERTIFICATION: 

I, (P Q.lease print) , RPH # hereby certify that I 
have completed the self-assessment of this pharmacy of which I am the pharmacist-in-charge. Any deficiency 
identified herein will be corrected. I understand that all responses are subject to verification by the Board of Pharmacy. 
I further state under penalty of perjury of the laws of the State of California that the information Gontained that I have 
provided in this self-assessment form is true and correct. 

Signature Date 
(Pharmacist-in-Charge) 

ACKNOWLEDGEMENT BY PHARMACY OWNER OR HOSPITAL ADMINISTRATOR: 

I, (please print) , hereby certify under penalty of perjury of the laws of the 
State of California that I have read and reviewed this completed self-assessment. I understand that failure to correct 
any deficiency identified in this self-assessment could result in the revocation of the pharmacy's license issued by the 
California State Board of Pharmacy. 

Signature Date 
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The following Legal References are used in the self-assessment form. Many of these references can be viewed on 
the Board of Pharmacy Web site at www.pharmacy.ca.gov (see Laws and Regulations)' at the California State Law 
Library, or at other libraries or Internet web sites. 

California Code of Regulations (CCR), Title 16 and Title 24 
Business and Professions Code (B&PC), Chapter 9, Division 2 
Health and Safety Code (H&SC), Division 10, Uniform Controlled Substances Act 
California Code of Regulations (CCR), Chapter 1, Division 5, Title 22 
Code of Federal Regulations (CFR), Title 21, Chapter II, Drug Enforcement Administration (www.dea.gov) 

(California Code of Regulations [CCR], Title 16 and Title 24, and Business and Professions Code [B&PC], Chapter 
9, Division 2) san be found in the California Pharmaoy Lalli (below) or visit the Board of Pharmasy 'Neb site at 
VNNt'.pharmasV.sa.gov under California Pharmacy Law and index. 

The Health and Safety Code (H&SC), Division 10, Uniform Controlled Substanses Ast is also in the California 
Pharmaoy Law (below) or you san visit the Board of Pharmasy Web site at ',','vNt'.pharmaoy.Ga.gov under California 
Pharmaoy Law and index. 

California Code of Regulations (CCR), Chapter 1, Division 5, Title 22, and other referenoes Gan be found in the 
California State Law Library or sounty lal

,',' libraries. 

Code of Federal Regulations (CFR), Title 21, Chapter II, Drug Enforoement Administration, may be found at 
W'/t'\"I.dea.gov. 
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California Board of Pharmacy 
1625 N. Market Blvd., Suite N219 

Sacramento, CA 95834 

Phone: (916) 574-7900 

~Fax: (916) 574-8618 

www.pharmacy.ca.gov 


CfllijerR;Q Pharmacy Law may be obtained by 

contacting: 

Law-Tech Publishing Co. 

1060 Calle Cordillera, Suite 105 

San Clements, CA 92673 

Phone: (800) 498-0911 Ext. 5 

www.lawtechpublishing.com 


Pharmacist Recovery Program 
(800) 522-9198 (24 hours a day) 

Atlantic Associates, Inc. (CURES) 

Prescription Collection 

8030 S. Willow Street, Bldg 3 Unit 3 

Manchester, NH 03103 

Phone: (888) 492-7341 

Fax: 877-508-6704 


CURES 

4949 Broadway 

Sacramento, CA 95820 

Phone: (916) 319-9062 

Fax: (916) 319-9448 

http://www.ag.ca.gov/bne 


.CURES Patient Activity Report Request Forms: 
http://www.ag.ca.gov/bne/trips.php 

PRESCRIBER BOARDS: 

Medical Board of California 
2005 Evergreen St., Suite 1200 

Sacramento, CA 95815 

Phone: (800) 633-2322 

Phone: (916) 263-2382 

~Fax: (916) 263-2944 

http://www.mbc.ca.gov 


Dental Board of California 
2005 Evergreen St., Suite 1550 

Sacramento, CA 95815 

Phone: (916) 263-2300 

~Fax: (916) 263-2140 

http://www.dbc.ca.gov 


Board of Registered Nursing 
1625 N. Market Blvd., Suite N217 

Sacramento, CA 95834 

Phone: (916) 322-3350 

~Fax:(916)574-7697 

http://www.rn.ca.gov/ 

Board of Optometry 
2420 Del Paso Road, Suite 255 

Sacramento, CA 95834 

Phone: (916) 575-7170 

~Fax:(916)575-7292 

http://www.optometry.ca.gov/ 

Osteopathic Medical Board of California 
1300 National Drive, Suite 150 

Sacramento, CA 95834 

Phone: (916) 928-8390 

~Fax:(916)928-8392 

http://www.ombc.ca.gov 

Physician Assistant Committee 
2500 Evergreen St., Suite 1100 

Sacramento, CA 95815 

Phone: (916) 561-8780 

~Fax: (916) 263-2671 

http://www.pac.ca.gov 


Board of Podiatric Medicine 
2005 Evergreen St., Suite 1300 

Sacramento, CA 95815 

Phone: (916) 263-2647 

~Fax:(916)263-2651 

http://www.bpm.ca.gov 

Veterinary Medical Board 
2005 Evergreen St., Suite 2250 

Sacramento, CA 95815 

Phone: (916) 263-2610 

~Fax:(916)263-2621 

http://www.vmb.ca.gov 

FEDERAL AGENCIES: 

Food and Drug Administration 
- Industry Compliance 
http://www.fda.gov/oc/industry/centerlinks.html#dr 
ugs 

The Drug Enforcement Administration may be 

contacted at: 


http://www.fda.gov/oc/industry/centerlinks.html#dr
http:http://www.vmb.ca.gov
http:http://www.bpm.ca.gov
http:http://www.pac.ca.gov
http:http://www.ombc.ca.gov
http:http://www.optometry.ca.gov
http:http://www.rn.ca.gov
http:http://www.dbc.ca.gov
http:http://www.mbc.ca.gov
http://www.ag.ca.gov/bne/trips.php
http://www.ag.ca.gov/bne
http:www.lawtechpublishing.com
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DEA Website: 
http://www.deadiversion.usdoj.gov 

Online Registration - New Applicants: 
http://www.deadiversion.usdoj.gov/drugreg/re 
g_apps/onlineforms_new.htm 

Online Registration - Renewal: 
www.deadiversion.usdoj.gov/drugreg/reg_apps 

/ 
onlineforms.htm 

Registration Changes (Forms): 

http://www.deadiversion.usdoj.gov/drugreg/ 
change_requests/index.html 

DEA Registration Support (all of CAl: 
(800) 882-9539 


Online DEA 106 Theft/Loss Reporting: 
https://www.deadiversion.usdoj.gov/webforms 

/ 
app106Login.jsp 
Online DEA 222 Controlled Substance Ordering 
System (C50S): http://www.deaecom.gov/ 

DEA- Fresno 
2444 Main Street, Suite 240 

Fresno, CA 93721 

Registration: (888) 304-3251 or (415) 436-7900 

(415) 436 7900 

Diversion or Investigation: (559) 487-5406 


DEA - Los Angeles 
255 East Temple Street, 20th Floor 

Los Angeles, CA 90012 

Registration: (888) 415-9822 or (213) 621-6960 

(Registration) 

Diversion or Investigation: (213) 621-6942 

(Dhmrsion or Investigation) 


DEA - Oakland 
1301 Clay Street, Suite 460N 

Oakland, CA 94612 

Registration: (888) 304-3251 

Diversion or Investigation: (510) 637-5600 


DEA - Redding 
310 Hensted Drive, Suite 310 

Redding, CA 96002 

Registration: (888) 304-3251 or (415) 436-7900 

(415) 436 7900 

Diversion or Investigation: (530) 246-5043 


DEA - Riverside 
4470 Olivewood Avenue 

Riverside, CA 92501-6210 

Registration: (888) 415-9822 or (213) 621-6960 

(213) 621 6960 

Diversion or Investigation: (951) 328-6200 


DEA - Sacramento 
4328 Watt Avenue 

Sacramento, CA 95821 

Registration: (888) 304-3251 or (415) 436-7900 

(415) 436 7900 

Diversion or Investigation: (916) 480-7250 


DEA - San Diego and I mperial Counties 
4560 Viewridge Avenue 
San Diego, CA 92123-1637 

Registration: (800) 284-1152 

Diversion or Investigation: (858) 616-4100 


DEA - San Francisco 
450 Golden Gate Avenue, 14th Floor 

San Francisco, CA 94102 

Registration: (888) 304-3251 

Theft Reports or Diversion: (415) 436-7900 


DEA - San Jose 

One North First Street, Suite 405 

San Jose, CA 95113 

Registration: (888) 304-3251 

Diversion or Investigation: (408) 291-2631 
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California State Board of Pharmacy 
1625 N. Market Blvd, N219, Sacramento, CA 95834 
Phone: (916) 574-7900 
Fax: (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. 

HOSPITAL PHARMACY SELF-ASSESSMENT 

Title 16 of the California Code of Regulations section 1715 requires the pharmacist-in-charge of each pharmacy 
licensed under section 4037 or 4029 of the Business and Professions Code to complete a self-assessment of the 
pharmacy's compliance with federal and state pharmacy law. The assessment shall be performed before July 1 
of every odd-numbered year. The pharmacist-in-charge must also complete a self-assessment within 30 
30 days whenever (1) a new pharmacy permit has been issued, or (2) there is a change in the pharmacist-in­
charge. The primary purpose of the self-assessment is to promote compliance through self-examination 
and education. 

The self-assessment must be competed in entirety and may be completed online, printed and retained in 
the pharmacy. Do"not copy a previous assessment. 

Note§.: If dispensing prescriptions for outpatient use, a Community Pharmacy Hospital Outpatient 
Pharmacy Self-Assessment (17M-13. Rev. 01/11) must be completed also. A hospital that compounds drug 
products must also complete the Compounding Self-Assessment (17M-39 Rev. 01/11). 

Each self-assessment must be kept on file in the pharmacy for three years after it is performed. 

Pharmacy Name: __________________________________________________________________ 

Address: Phone: 

Ownership: Sole Owner 0 Partnership 0 Corporation 0 LLC 0 
Non-Licensed Owner 0 Other (please specify) 0 

Permit#: Exp. Date: ______ Other Permit #: Exp. Date: ___ 

Licensed Sterile Compounding Permit # Expiration: ___________________________ 

or Accredited by:_______________________ From: ___________ To: 

DEA Registration #: Exp. Date: ______ Date of DEA Inventory: 

Hours: Dai/y _______ Sat________ Sun. ________ 24 Hours 

RPH# ______ Exp. Date: ____PIC: -----------------------------------­
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______ 

______ 

______ 

necessary) 

10 

Pharmacy staff (pharmacists, interns, technicians): 

RPH# 

20 ________________________________ 

_______________________________ 

RPH# 

30 _ RPH# 

Pharmaoy Staff (oontinued): (Please use an additional sheet if 

40 ________________________________ 

_____________________________ 

____________________________ 

_______________________________ 

_________________________ 

_________________ 

_______________________________ 

______________________________ 

_______________________________ 

_______________________________ 

____________________________ 

_________________________ 

___________________________ 

__________________________ 

_____________________________ 

_

_

_

_

_

RPH# 

50 RPH# 

60 RPH# 

70 RPH# 

80 RPH# 

90 INT# 

100 INT# 

110 INT# 

120 TCH# 

130 TCH# 

140 TCH# 

150 TCH# 

160 TCH# 

170 TCH# 

180 TCH# 

17M 14 (Rev10{08) 

17M-14 (Rev. 01{11) 

Expo Date: ____________ 

Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 


Expo Date: 

Expo Date: 
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HOSPITAL PHARMACY SELF-ASSESSMENT 

All references to the California Code of Regulations (CCR) are Title 16 unless otherwise noted. 

Please mark the appropriate box for each question. If "NO," enter an explanation on 
"CORRECTIVE ACTION or ACTION PLAN" lines below. If more space is needed, you may 
add additional sheets. 

1. Pharmacy 

Yes No N/A 

DOD The pharmacy is secure and has provisions for effective control against the theft of dangerous drugs 
and devices. (B&PC 4116.4117, CCR 1714) 

DOD The pharmacy has procedures in place to take action to protect the public when a licensed individual 
employed by or with the pharmacy is discovered or known to be chemically, mentally, or physically 
impaired to the extent it affects his or her ability to practice the profession or occupation authorized 
by his or her license, or is discovered or known to have engaged in the theft, diversion, or self-use of 
dangerous drugs. (B&PC 41 04[a]) 

DOD The pharmacy has written policies and procedures for addressing chemical, mental, or physical 
impairment, as well as theft, diversion, or self-use of dangerous drugs, among licensed individual 
employed by or with the pharmacy. (B&PC 41 04[b]) 

DOD The pharmacy reports to the board within 30 days of the receipt or development of the following 
information with regard to any licensed individual employed by or with the pharmacy: (1) any 
admission by a licensed individual of chemical, mental, or physical impairment affecting his or her 
ability to practice; (2) Any admission by a licensed individual of theft, diversion, or self-use of 
dangerous drugs; (3) Any video or documentary evidence demonstrating chemical, mental, or 
physical impairment of a licensed individual to the extent it affects his or her ability to practice; 
(4) Any video or documentary evidence demonstrating theft, diversion, or self-use of dangerous 
drugs by a licensed individual; (5) Any termination based on chemical, mental, or physical impairment 
of a licensed individual to the extent it affects his or her ability to practice; (6) Any termination of a 
licensed individual based on theft, diversion, or self-use of dangerous drugs. (B&PC 4104[c]) 

DOD The pharmacy maintains "night stock" medications which are accessible without entering the 
pharmacy during hours when the pharmacy is closed, and the pharmacist is not available. Access is 
limited to designated registered nurses. (22 CCR 70263[n]) 

DOD The pharmacy is of sufficient size and has an unobstructed area to accommodate the safe practice of 
pharmacy. (CCR 1714) 

DOD The pharmacy premises, fixtures, and equipment are maintained in a clean and orderly condition. 
(CCR 1714) 

DOD The pharmacy sink has hot and cold running water. (CCR 1714) 

DOD The pharmacy has a readily accessible restroom. (CCR 1714) 
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Yes No N/A 

DOD The original board-issued pharmacy license and the current renewal are posted where they may be 
clearly read by the purchasing public. (B&PC 4032, 4058) 

Yes No N.'A 

DOD Pharmacists, interns, pharmacy technicians, and pharmacy technician trainees wear nametags, in 
18-point type, that contain their name and license status. (B&PC 680, B&PC 4115.5[e], GGR 
CCR 1793.7[c]) 

DOD 	 Does the pharmacy compound sterile injectable drugs? 
(If yes, complete section 24 - "Compounding Sterile Injectable Drugs") 

DOD The pharmacy is subscribed to the board's e-mail notifications. (B&PC 4013) 

Date Last Notification Received: 

E-mail address registered with the board: 

DOD For a pharmacy whose owner owns two or more pharmacies. the pharmacy receives the board's 
e-mail notifications through the owner's electronic notice system. (B&PC 4013[c]) 

Date Last Notification Received: 

E-mail address registered with the board: 

CORRECTIVE ACTION OR ACTION PLAN: 

2. Nursing Stations 

Yes No N/A 

DOD Adequate space is available at ward or nursing station for the storage of drugs and preparation of 
medication doses. All such spaces and areas can be locked and are accessible to authorized 
personnel only. (22 CCR 70269) 

DOD The pharmacist completes the monthly inspections of all floor stock and drugs maintained in nursing 
~tations. Any irregularities are reported to the director of nursing services, and as required by 
hospital policy. (22 CCR 70263[q][10]) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


3. Delivery of Drugs 

Yes No N/A 

DOD Delivery to the pharmacy of dangerous drugs and dangerous devices are only delivered to the 
licensed premise and signed for and received by a pharmacist. (B&PC 4059.5[a]) 

17M 14 (Rev1Q.j08) 
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DOD 	 Deliveries to a hospital pharmacy may be made to a central receiving location within the hospital. 
However, the dangerous drugs or dangerous devices shall be delivered to the licensed pharmacy 
premise within one working day following receipt by the hospital, and the pharmacist on duty at that 
time shall immediately inventory the drugs or devices. (B&PC 4059.5[c]) 

DOD 	 A pharmacy may take delivery of dangerous drugs and dangerous devices when the pharmacy is 
closed and no pharmacist is on duty if all of the following requirements are met 

(B&PC 4059.5[f]): 

• 	 The drugs are placed in a secure storage facility in the same building as the pharmacy fB&PG 
(B&PC 4059.5[f][1]); 

• 	 Only the pharmacist-in-charge or a pharmacist designated by the pharmacist-in-charge has 
access to the secure storage facility after dangerous drugs or dangerous devices have been 
delivered (B&PC 4059.5[f][2]); 

• 	 The secure storage facility has a means of indicating whether it has been entered after 
dangerous drugs or dangerous devices have been delivered (B&PC 4059.5[f][3]); 

• 	 The pharmacy maintains written policies and procedures for the delivery of dangerous drugs 
and dangerous devices to a secure storage facility (B&PC 4059.5[f][4]); and 

• 	 The agent delivering dangerous drugs and dangerous devices pursuant to this subdivision 
leaves documents indicating the name and amount of each dangerous drug or dangerous 
device delivered in the secure storage facility. The pharmacy shall be responsible for the 
dangerous drugs and dangerous devices delivered to the secure storage facility. The 
pharmacy shall also be responsible for obtaining and maintaining records relating to the 
delivery of dangerous drugs and dangerous devices to a secure storage facility. fB&PG 
(B&PC 4059.5[f][5]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

4. 	 Drug Stock 

Yes No N/A 

DOD 	 The drug stock is clean, orderly, properly stored, properly labeled and in-date. (B&PC 4342, H&SG 
H&SC 111255, nCCR 1714 (b), 22 CCR 70263[q]) 

DOD 	 All ward/floor drug stock and drug supplies that are maintained for access when the pharmaCist is not 
available are properly labeled and stored. (22 CCR 70263[n]) 

DOD 	 Preferentially priced drugs are furnished solely or predominately to inpatients in accordance with 
provisions of the Nonprofit Institutions Act (15 USC 13c). Such drugs also may be dispensed 
pursuant to prescriptions for inpatients at the time of discharge, for employees of the hospital, or on 
an emergency basis for a walk-in customer (provided that sales to walk-ins do not exceed one 
percent of the pharmacy's total prescription sales). (B&PC 4380, CCR 171 O[a]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 
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5. Pharmacist-in-Charge (PIC) 

Yes No N/A 

DDD 	 The pharmacy has a PIC who is responsible for the daily operation of the pharmacy. (B&PC 4101, 
4113,4305,4330, CCR 709,1709.1) 

DDD 	 The PIC has adequate authority to assure the pharmacy's compliance with laws governing the 
operation of a pharmacy (CCR 1709.2[b]) 

DDD 	 15 the PIC in charge of another pharmacy? 

If yes, the pharmacies are within 50 driving distance miles of each other. (CCR 1709.1 [c]) 


If yes, name of other pharmacy ________----'____________ 


DDD Any change of PIC is reported by the pharmacy and the departing PIC to the board in writing within 
30 days. (B&PC 4101, 4330) 

Yes No NJA 

DDD 	 15 the PIC serving concurrently as the designated representative-in-charge for a wholesaler or 
veterinary food-animal retailer? (CCR 1709.1 [d]) 

If yes, name the wholesaler or veterinary food-animal retailer. ___________ 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

6. Duties of a Pharmacist 

Yes No N/A 

DDD 	 Within the scope of the inpatient pharmacy service, the pharmacist receives a chart order for an 
inpatient; identifies, evaluates and interprets the chart order; reviews patient's drug regimen and 
interprets the clinical data in the patient's medication record; consults with any prescriber, nurse or 
health care professional; calculates drug doses; supervises the packaging of drugs and checks the 
packaging procedures and products upon completion; is responsible for all activities of pharmacy 
technicians, interns and clerks related to the furnishing of drugs to ensure that all such activities are 
performed completely, safely and without risk of harm to patients; performs any other duty which 
federal or state law or regulation authorizes only a registered pharmacist to perform; and performs all 
functions which require professional judgment. (B&PC 4052, 4052.2, CCR 1793.1) 

DDD 	 Pharmacists in a licensed health care facility who are performing the following functions are doing so 
in accordance with the hospital's policies, procedures and protocols which have been developed by 
health professionals including physicians, pharmacists, and registered nurses, with the concurrence 
of the facility administrator; ordering or performing routine drug therapy-related patient assessment 
procedures; ordering drug therapy-related laboratory tests; administering drugs or biologicals by 
injection; initiating or adjusting the drug regimen of a patient, and/or performing moderate or waived 
laboratory tests. Prior to performing any of these functions, the pharmacist must have either f=4 
ffisuccessfully completed clinical residency training ... or (2) demonstrated clinical experience in direct 
patient care delivery as specified in B&PC section 4052.2. (B&PC 4027,4051,4052,4052.2) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 
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7. Duties of an Intern Pharmacist 

Yes No N/A 

DOD Intern pharmacists are performing all the functions of a pharmacist only under the direct supervision 
of a pharmacist, and the pharmacist is supervising no more than two interns at anyone time. 
(B&PC 4023.5,4030,4114, CCR 1726) 

DOD All prescriptions filled or refilled by an intern are initialed or documented by secure computer entry by 
a pharmacist prior to dispensing. (CCR 1712[a], 1717[b][1]) 

DOD The intern hours affidavits are signed by the pharmacist under whom the experience was earned. 
(B&PC 4209. CCR 1726) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


8. 	 Duties of a Pharmacy Technician 

Yes No N/A 

DOD 


DOD 


DOD 


DOD 

DOD 

DOD 
DOD 

Registered pharmacy technicians are performing packaging, manipulative, repetitive, or other 
nondiscretionary tasks related to the furnishing of drugs, while assisting and under the direct 
supervision and control of a pharmacist. (B&PC 4023.5, 4038, 4115, CCR 1793.2) 

The ratio for technicians performing the tasks above, related to the furnishing of drugs to inpatients, 
does not exceed one pharmacist on duty for two technicians on duty. However, when prescriptions 
are dispensed to dIscharge patients with only one pharmacist, there is no more than one technician 
performing the tasks as defined in B&PC 4115(a). The ratio of pharmacy technicians performing 
those tasks for additional pharmacists does not exceed 2: 1. (B&PC 4038, 4115, CCR 1793.7[t]) 

Any function performed by a technician in connection with the 'dispensing of a prescription or chart . 
order, including repackaging from bulk and storage of pharmaceuticals is verified and documented in 
writing by a pharmacist or documented by a pharmacist using secure computer entry. (CCR 1712, 
1793.7) 

A pharmacy technician or pharmacy technician trainee wears identification, in 18-point type that 
identifies him or her self as a pharmacy technician or pharmacy technician trainee. (B&PC 680, 
B&PC 4115.5[e], CCR 1793.7[d]) 

The pharmacy has a job description for the pharmacy technician and written pOlicies and procedures 
to ensure compliance with the technician requirements. (CCR 1793.7) 

The ratio is no less than one pharmacist to two technicians. (B&PC 4115[g], CCR 1793.7) 

The general acute-care hospital has an ongoing clinical pharmacy program and allows specially 
trained pharmacy technicians to check the work of other pharmacy technicians when the following 
conditions are met: (CCR 1793.8) 

• 	 Pharmacists are deployed to the inpatient care setting to provide clinical services. 

• 	 Compounded or repackaged products are previously checked by a pharmacist. 

• 	 The overall operations are the responsibility of the pharmacist-in-charge. 

• 	 The pharmacy technician check technician program is under the direct supervision of the 
Pharmacist as specified in the policies and procedures. 
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• 	 There is an ongoing evaluation of the program that uses specially trained pharmacy 
technicians to check the work of other pharmacy technicians. 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

9. Duties of Non-Licensed Personnel 

Yes No N/A 

DDD A- non-licensed person (clerk/typist) is permitted to type a prescription label or otherwise enter 
prescription information into a computer record system, and at the direction of a pharmacist, may 
request and receive refill authorization. (-B&P 4007,CCR 1793.3) 

Yes No NtA 

DDD The number of non-licensed personnel supervised by each pharmacist does not interfere with the 
effective performance of the pharmacist's responsibilities under the Pharmacy Law. (CCR 1793.3[b]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

PHARMACY PRACTICE 


10. 	 Pharmaceutical Service Requirements 

Yes No N/A 

DDD The pharmacy complies with the requirements of 22 CCR 70263, addressing the following areas in 
written policies and procedures: 

• Basic information concerning investigational drugs and adverse drug reactions; 

• 	 Repackaging and compounding records; 

• 	 Physician orders; 

• 	 Wards, nursing stations and night stock medications; 

• 	 Drugs brought into the facility by patients for storage or use; 

• 	 Bedside medications; 

• 	 Emergency drug supply; 

• 	 Pass medications; 

• 	 Inspection of ward stock, nursing stations and night lockers no less frequently than every 
30-days\\Outdated drugs; 

• 	 Routine distribution of inpatient medications; 

• Preparation, labeling and distribution of IV admixtures and cytotoxic agents; 

• 	 Handling of medication when pharmacist not on duty; and 

• 	 Use of electronic image and data order transmissions. 
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DDD 	 The pharmacy complies with the requirements of 22 CCR 70263, addressing the following areas: 

• 	 Destruction of controlled substances; and 

• 	 Development and maintenance of the hospital's formulary. (22 CCR 70263, CCR 1751, 
CCR 1751.8) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

11. Medication/Chart Order 

Yes No N/A 

DDD The pharmacy receives the original, the electronic transmission, or a copy of the medication order. 
Faxed copies, tele-autograph copies, or transmissions between computers are permissible. fB&PG 
(B&PC 4019, 4040, CCR 1717.4) 

DDD The chart or medical record of the patient contains all of the information required by B&PC 4040 and 
the chart order is signed by the practitioner authorized by law to prescribe drugs if present or, if not 
present, within a specified time frame not exceeding 48 hours. (B&PC 4019, 4040, 22 CCR 70263[g]) 

DDD A copy of the chart order is maintained on the premises for three years. (B&PC 4081, 4105, 4333) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

12. 	 Labeling and Distribution 

Yes No N/A 

DDD Unit dose medication and parenteral admixtures are properly labeled and include the information as 
required by B&PC 4076, or the information is otherwise readily available at the time of drug 
administration.(B&PC 4076, CCR 1751.2) 

DDD 	 The pharmacist is responsible for the proper labeling, storage and distribution of investigational drugs 
pursuant to the written order of the investigator. (22 CCR 70263[0]). 

DDD 	 This pharmacy furnishes dangerous drugs in compliance with B&PC 4126.5 only to a patient 
pursuant to a prescription, a wholesaler from whom the dangerous drugs were purchased, a 
manufacturer from whom the drugs were purchased, a licensed wholesaler acting as a reverse 
distributor, another pharmacy to alleviate a temporary shortage with a quantity sufficient to alleviate 
the temporary shortage, a health care provider authorized to received drugs, to another pharmacy of 
common ownership, or to a patient or to another pharmacy pursuant to a prescription. fB&PG 
(B&PC 4126.5) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 
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13. Duration of Drug Therapy 

Yes No N/A 

DDD 	 The hospital has policies limiting the duration of drug therapy in the absence of the prescriber's 
specific indication of duration of drug therapy or under other circumstances recommended by the 
pharmacy and therapeutics committee or its equivalent and approved by the executive committee of 
the medical staff. Limitations are established for classes of drugs and/or individual drug entities. ~ 
(22 CCR 70263[j]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

14. Confidentiality of Chart Orders, Prescriptions and Patient Medical Information 

Yes No N/A 

DDD Patient information is maintained to safeguard confidentiality. (Civil Code 56 et seq.) 

DDD Patient medical information, all prescriptions (chart orders, patient discharge and employee 
prescriptions) are confidential and are not disclosed unless authorized by law. (B&PC 4040, GGR 
CCR 1764, Civil Code 56 et seq.) 

DDD Destruction or disposal of patient records preserves the confidentiality of the information contained 
therein. (Civil Code 56.101) 

DDD The pharmacy ensures electronically transmitted prescriptions (chart orders, discharge patient or 
employee prescriptions) are received, maintained and transmitted in a secure and confidential 
manner. (CCR 1717.4) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


15. Quality Assurance and Medication Errors 

Yes No N/A 

DDD Pharmacy has established quality assurance program that documents medication errors attributable, 
in whole or in part, to the pharmacy or its personnel. (B&PC 4125, CCR 1711) 

DDD 	 Pharmacy quality assurance policies and procedures are maintained in the pharmacy and are 
immediately retrievable. (CCR 1711 [c]) 

DDD 	 When a medication error has occurred (drug was administered to or by the patient, or resulted in a 
clinically significant delay in therapy) the pharmacist communicates with the patient or patient's agent 
that a medication error has occurred and the steps required to avoid injury or mitigate the error. 
(CCR 1711 [cU2][A], 1711Jc][3]) 

DDD 	 When a medication error has occurred (drug was administered to or by the patient, or resulted in a 
clinically significant delay in therapy) the pharmacist communicates to the prescriber that a 
medication errQr has occurred, (CCR 1711 [c][2][B], 1711Jc][3]) 

D D D Investigation of pharmacy medication errors is initiated within two business days from the date the 
medication error is discovered. (CCR 1711 [d]) 
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Yes No N/A 


DDD The record for quality assurance review for a medication error contains: (CCR 1711 [e]) 


• Date, location, and participants in the quality assurance review; 

• Pertinent data and other information related to the medication error(s) reviewed; 

• Findings and determinations; 

• Recommended changes to pharmacy policy, procedure, systems or processes, if any. 

Yes No N,IA 

DDD 	 The record of the quality assurance review is immediately retrievable in the pharmacy and is 
maintained in the pharmacy for at least one year from the date it was created. (CCR 1711 [f]) 

DDD 	 Pharmacists are not deviating from the requirements of a prescription except upon the prior consent 
of the prescriber, and selection of the drug product is in accordance with B&PC 4073 (generic 
substitution). (CCR 1716) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

16. 	 Record Keeping Requirements 

Yes No N/A 

DDD A completed biennial pharmacy self -assessment is on file in the pharmacy and maintained for three 
years. (CCR 1715) 

DDD 	 All drug acquisition and disposition records (complete accountability) are maintained for at least three 
years. These records include: 

• 	 Prescription records (GGR-B&PC 4081 [a]) 

• 	 Purchase Invoices for all prescription drugs (B&PC 4081 [b]) 

• 	 Biennial controlled substances inventory (21 CFR 1304.11) 

• 	 U.S. Official Order Forms (DEA Form-_222) (21 CFR 1305.13) 

• 	 Power of Attorney for completion of DEA 222 forms (21 CFR 1305.07) 

• 	 Theft and Loss Reports (DEA Form 106) (21 CFR 1301.74[c]) 

• 	 Record documenting return of drugs to wholesaler or manufacturer (GGR-B&PC 4081) 

• 	 Record documenting transfers or sales to other pharmacies and prescribers (B&PC 4059, 
4081,4105,4332, CCR 1718) 

DDD 	 Transfers or sales to other pharmacies and prescribers do not exceed five percent of the pharmacy's 
total annual purchases of dangerous drugs or devices. If more than five percent, registration with the 
board as a wholesaler has been obtained. (21_CFR 1307.11, Prescription Drug Marketing Act 
[PDMA] [Pub. L. 100-293, Apr. 22,1988] 503, B&PC 4160) 

DDD 	 If sales or distributions of controlled substances to other hospitals, pharmacies, or prescribers 
exceed five percent of the total number of controlled substances dosage units (that are furnished to 
the inpatients or dispensed on prescriptions to discharge patients or employees) per calendar year, 
the following have been obtained: a separate DEA distributor registration and a wholesaler'S permit 
from the board. (21 CFR 1307.11, PDMA 503, B&PC 4160) 

17M 14 (Re'/lO/OS) 
PIC 

17M-14 (Rev. 01/11) 11 Initials 



Yes No N/A 

DDD 


DDD 


DDD 


DDD 

DDD 


DDD 


DOD 


DDD 

DDD 


A controlled substances inventory is completed biennially (every two years). 

Date completed: 	 (21 CFR 1304.11) 

Separate Schedule II records are maintained. This includes triplicate prescriptions, invoices, .yg ­
US official order forms and inventory records. (21 CFR 1304.04) 

Inventories and records for Schedule I II-V controlled substances are filed separately or maintained in 
a readily retrievable manner that distinguishes them from other ordinary business records. (21 CFR 
(21 CFR 1304.04) 

DEA Forms- 222 are properly executeo. (21 CFR 1305.09) 

When the pharmacy distributes Schedule II controlled substances to other DEA registrants, Copy 2 
of the DEA Form- 222, properly completed, are submitted at the end of each month to the DEA 
Regional Office. (21 CFR 1309.09) 

Any controlled substances drug loss is reported upon discovery to the DEA and to the Board of 
Pharmacy within 30 days. (21 CFR 1301.74[cl, CCR 1715.6) 

Records stored off-site (onlyfof pharmacies who haveobtainedawaiver-from the Board of- ------- --­
Pharmacy to store records off-site) are secure and retrievable within two business days. Records for 
non-controlled substances are maintained on the licensed premises for at least one year from the 
date of dispensing. Controlled substances are maintained on the licensed premises for at least two 
years from the date of dispensing (CCR 1707) 

Do pharmacy staff hand initial prescription records and prescription labels, OR 

Does the pharmacy comply with the requirement for a pharmacist to initial or sign a prescription 
record or prescriptiQn label by recording the identity of the reviewing pharmacist in a computer 
system by a secure means. This computer does not permit the record to be altered after made and 
the record of the pharmacist's identity made in the computer system is immediately retrievable in the 
pharmacy. (CCR 1712) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

17. After-Hours Supply of Medication 

Yes No N/A 

DDD 	 The pharmacy maintains a record of the drugs taken from the after-hours supply of medications and 
the pharmacist is notified of such use. The record includes the name and strength of the drug, the 
amount taken, the date and time, the name of the patient to whom the drug was administered and 
the signature of the registered nurse. (22 CCR 70263[nD 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 
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18. Drug Supplies for Use in Medical Emergencies 

Yes No N/A 

DOD A supply of drugs for use in medical emergencies only is immediately available at each nursing unit 
or service area as required. (22 CCR 70263[f]) 

DOD Written policies and procedures have been developed that establish the contents of the supply, 
procedures for use, restocking and sealing of the emergency drug supply. (22 CCR 70263[f][1]) 

DOD The emergency drug supply is stored in a clearly marked portable container which is sealed by the 
pharmacist in such a manner that a seal must be broken to gain access to the drugs. The contents of 
the container are listed on the outside cover and include the earliest expiration date of any drugs 
within. (+itle--22 CCR 70263[f][2]) 

DOD The pharmacist is responsible for inspection of the drug supply at periodic intervals (no less 
frequently than every 30 days) specified in the writ ten policies. Records of the inspection are kept for 
at least three years. (22 CCR 70263[f][3]) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


19. 	 Schedule II-V Controlled Substances Floor Stock Distribution Records 

Yes No N/A 

DOD Records for the distribution of Schedule II-V controlled substances floor stock are open to inspection 
by authorized officers of the law and are preserved for at least three years from the date of making. 
(B&PC 4081) 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

20. 	 Emergency Room Dispensing 

Yes No N/A 

DOD A prescriber may dispense a dangerous drug, including a controlled substance, to an emergency 
room patient if all of the following apply (B&PC 4068[a]): 

• 	 The hospital pharmacy is closed and there is no pharmacist available in the hospital; 

• 	 The dangerous drug is acquired by the hospital pharmacy; 

.• 	 The dispensing information is recorded and provided to the pharmacy when the pharmacy 
reopens; 

• 	 The hospital pharmacy retains the dispensing information and, if the drug is a schedule II, III or 
IV controlled substance, reports the dispensing information to the Department of Justice 
pursuant to Section 11165 of the Health and Safety Code; 

• 	 The prescriber determines that it is in the best interest of the patient that a particular drug 
regimen be immediately commenced or continued, and the prescriber reasonably believes that 
a pharmacy located outside the hospital is not available and accessible at the time of 
dispensing to the patient; and 
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• 	 The quantity of drugs dispensed to any patient pursuant to this section are limited to that 
amount necessary to maintain uninterrupted therapy during the period when pharmacy 
services outside the hospital are not readily available or accessible, but shall not exceed a +2:­
72-hour supply; 

Yes No N/A 

DOD 	 The prescriber shall ensure that the label on the drug contains all the information required by Section 
Section 4076. (B&PC 4068[a][7]) 

DOD 	 The prescriber shall be responsible for any error or omission related to the drugs dispensed. (B&PC 
(B&PC 4068[b]) 

DOD 	 The brand name or generic name and manufacturer of the prescription drug is accurately identified 
on the label ang prescription record. (B&PC 4076, CCR 1717) 

DOD 	 Controlled substances are dispensed in prescription containers bearing a federal warning label 
prohibiting transfer of the drugs. (CFR 290.5) 

DOD 	 Prescriptions are dispensed in new, senior-adult ease -of-opening tested, and child-resistant 
containers or in a noncomplying package, only pursuant to the prescription or when requested by the 
purchaser. (15 USC 1473 section 4[b], 16 CFR 1700.15 .... CCR 1717) 

DOD 	 Patient package inserts are dispensed with all estrogen and progesterone medications (21 CFR 
(21 CFR 310.515,310.516) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

21. Discharge Medication/Consultation Services 

Yes No N/A 

DOD Patients receive information regarding each medication given at the time of discharge. The 
information includes the use and storage of each medication, the precautions and relevant warnings 
and the importance of compliance with directions. A written policy has been developed in 
collaboration with a physician and surgeon, a pharmacist, and a registered nurse and approved by 
the medical staff that ensures that each patient receives the medication consultation. (B&PC 4074, 
CCR 1707.2) 

DOD Prescriptions are transmitted to another pharmacy as required by law. (B&PC 4072, CCR 1717[f], 
1717.4) 

DOD The prescription label contains all the required information and is formatted in accordance with 
CCR 1707.5. (B&PC 4076, CCR 1707.5) 

DOD If requested by the patient, the prescription label is printed in 12-point typeface. (CCR 1707.5[a)) 

DOD The pharmacy is exempt from the prescription label requirements in CCR 1707.5. 

Exemption approved by board from: to 

DOD AThe pharmacy is exempt ppropriate drug warnings are provided orallY Qr in writing. (6&PC 4074, 
CCR 1744) 

DOD Appropriate drug warnings are provided orally or in writing. (B&PC 4074, CCR 1744) 

17M 14 (RevlO/08) 
PIC 

17M-14 (Rev. 01/11) 14 Initials 



Yes No N/A 

DOD 	 The trade name or generic name and manufacturer of the prescription drug is accurately identified on 
the label and prescription record. (B&PC 4076, CCR 1717) 

DOD 	 Generic substitution for discharge medications is communicated to the patient, and the name of the 
dispensed drug product is indicated on the prescription label. (B&PC 4073) 

DOD 	 If the prescription is filled by a pharmacy technician, the pharmacist's initials are on the prescription 
label to document the pharmacist's verification of the product. (B&PC 4115[fl, CCR 1793.7) 

DOD 	 Controlled substances are dispensed in prescription containers bearing a federal warning label 
prohibiting transfer of the drugs. (21 CFR 290.5) 

DOD 	 Prescriptions are dispensed in a new and child-resistant container, or senior-adult ease-of-opening 
tested container, or in a non-complying package only pursuant to the prescriber or when requested 
by the purchaser. (25 USC 1473 section 4[b], 16 CFR 1700.15, CCR 1717) 

DOD 	 Patient package inserts are dispensed with all estrogen and progesterone medications. (21 CFR 
(21 CFR 310.515,310.516) 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

22. Central Fill 

Yes No N/A 

DOD Pharmacy processes orders for the filling of patient cassettes for another hospital or Pharmacy 
receives filled medication orders or patient cassettes from another hospital. (CCR 1710[b]) 

.. If the answer is m=yes=," name of -hospital: 

DOD Pharmacy receives filled medication containers or cassettes from another pharmacy. (CCR 1710[b]) 

If the answer is "yes=," name of supplying pharmacy: 

If the answer to this and the previous question is "no" or "not applicable" go to Section 23. 

DOD Prescription information is electronically transferred between the~two pharmaCies (CCR 1710[b][6]) 

DOD Pharmacy has a contract with the ordering hospital pharmacy or has the same owner. tGGR 
(CCR 1710[b][1]) 

DOD Filled cassettes are delivered directly to the ordering hospital pharmacy. (CCR 1710[b][2]) 

DOD Each cassette or container meets the requirements of Business and Professions Code section 4076 
(CCR 1710[b][3] 

DOD Complete and accurate records are maintained of each cassette fill transaction, including the name 
of the pharmacist checking the cassettes at each pharmacy. (CCR 171 0[b][5]) 

CORRECTIVE ACTION OR ACTION PLAN: _____--____====~_=___~ 
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23. 	 Policies and Procedures 

Yes No N/A 


DDD There are written policies and procedures in place for: 


• 	 The assurance that each patient received information regarding each medication given at the 
time of discharge7~ 

• 	 Action to be taken to protect the public when a licensed individual employed by or with the 
pharmacy is known to be chemically, mentally, or physically impaired to the extent that it 
effects his or her ability to practice the profession or occupation authorized by his or her 
license; (B&PC 4104[a]) 

• 	 Action to be taken to protect the public when a licensed individual employed by or with the 
pharmacy is known to have engaged in the theft or diversion or self-use of prescription drugs 
belonging to the pharmacy; (B&PC 4104[b]) 

• 	 Addressing chemical, mental, or physical impairment, as well as, theft, diversion, or self-use of 
dangerous drugs, among licensed individual employees by or with the pharmacY7~ {S&PG 
(B&PC 41 04[b]) 

• 	 Reporting to the board within 30 days of the receipt or development of information as specified 
in B&PC 4104[c][1-6])~ 

• 	 Oral consultation for discharge medications to an inpatient of a health care facility licensed 
pursuant to H&SC 1250, or to an inmate of an adult correctional facility or juvenile detention 
facility~ (B&PC 4074, CCR 1707.2[b][3]);-aOO 

• 	 Operation of the pharmacy during the temporary absence of the pharmacist for breaks and 
meal periods including authorized duties of personnel, pharmacist's responsibilities for 
checking all work performed by ancillary staff, and pharmacist's responsibility for maintaining 
the security of the pharmacY7; and (CCR 1714.1 [f]) 

• 	 Assuring confidentiality of medical information if your pharmacy maintains the required 
dispensing information for prescriptions, other than controlled substances, in a shared common 
electronic file. (CCR_1717.1 [e]) 

• 	 Helping patients with limited or no English proficiency understand the information on the 
prescription container label in the patient's language, including the selected means to identify 
the patient's language and providing interpretive services in the patient's language. 
(CCR 1707.5) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

24. 	 Compounding Sterile Injectable Drugs 

Prior to allowing any drug product to be compounded in a pharmacy, the pharmacist-in-charge 
rriust complete the "Compounding Self-Assessment" Form 17M-39 Rev. 01/11. (CCR 173S.2[j]) 

a. Compounding Area for Parenteral Solutions (if applicable) 

Yes No N.IA 
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DOD 	 Pharmacy has a board issued Licensed Sterile Compounding permit or has current accreditation 
from the Joint Commission on Accreditation of Healthcare Organizations, or other board approved 
accreditation agency. (B&PC 4127.1(a) and 4127.1[d]) 

LSC Permit # 	 or 

Name of accreditation agency 

Yes Ne NtA 

DOD The pharmacy has a designated area or cleanroom for the preparation of sterile products from one or 
more non sterile ingredient that has the following: 

An ISO class 5 laminar airflow hood '1lithin an ISO class 7 clean room (B&PC 4127.7[a]); 

A positive air pressure differential in the cleanroom that is relative to acijacent areas (B&PC 
4127.7[a]); 

An ISO class 5 clean room ((B&PC 4127.7[b]); 

A barrier isolator that provides an ISO class 5 environment for compounding 
((B&PC 4127.7[c]); and 

The preparation of sterile injectable products is conducted in an environment that meets criteria 
specified in pharmacy's '""ritten policies and procedures. (CCR 1751.01[a]) 

CORRECTIVE ACTION OR /\CTION PLAN: 

b. Facility and Equipment Standards 

Yes Ne N/A 

DOD The compounding environment meets criteria specified in pharmacy's ' ....ritten policies and 
procedures for safe compounding of sterile injectable drugs. (CCR 1751.01 [a)) 

DOD Only those ' ....ho are properly attired (pursuantto ((CCR 1751.4) are allowed. in the cleanroom. ((CCR 
1751.01[b]) 

DOD All equipment used in the designated clean room is madeof easily cleaned and disinfected material. 
(CCR 1751[c]) 

DOD Exterior '1lorkbench surfaces and other hard surfaces in the cleanroom, such as walls, floors, 
ceilings, shelves, tables, and stools are disinfected weekly and after any unanticipated event that 
could increase risk of contamination. (B&PC 1751.01 [d]) 

DOD There are current and appropriate reference materials regarding the compounding of sterile 
injectable products located in or immediately available to the pharmacy. (CCR 1751.9) 

CORRECTIVE ACTION OR ACTIO~I PLAN: 

c. Policies and Procedures 

Yes Ne NtA 
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DOD The pharmacy has written policies and procedures associated 'Nith the preparation and dispensing of 

Yes No NtA 

DOD 


DOD 


sterile injectable products and includes: (CCR 1751.02) 

Compounding, filling, and labeling of sterile injectable compounds; 

Labeling of the sterile injectable product based on the intended route of administration and 
recommended rate of administration; 


Equipment and supplies; 


Training of staff in preparation of sterile injectable products; 


Training of patient and/or caregiver in the administration of compounded sterile injectable 

products; 


Procedures for the handling and disposal of cytotoxic agents; 


Quality assurance program; and 


Record keeping requirements. 


Ingredients and compounding process for each preparation is determined in '....riting and revie'Ned by 
a pharmacist before compounding begins. ((CCR 1751.02 [b]) 

If compounding sterile injectable products from one or more non sterile ingredients, the pharmacy 
has written policies and procedures that comply with the follO'.'o'ing: 

Policies and procedures are immediately available to all compounding personnel and board 
inspectors (CCR 1751.02 [c][1]); and 

All compounding personnel have read the policies and procedures, any additions, revisions, 
and deletions before compounding. (CCR 1751.02 [c][2]) 

Policies and procedures address the following: (CCR 1751.02 [c][3] [A K]) 

Competency evaluation; 


Storage and handling of products and supplies; 


Storage and delivery of final products; 


Process validation; 


Personnel access and movement of materials into and near the controlled area; 


Use and maintenance of environmental control devices used to create the critical area for 

manipulation of sterile products (Le., laminar airflo'N workstations, biological safety cabinets, 

class 100 cleanrooms, and barrier isolator workstations; A regular cleaning schedule for 

the controlled area and any equipment in the controlled area and the alternation of 

disinfectants. Pharmacies subject to an institutional infection control policy may follow that 

policy as it relates to cleaning schedules; 


Disposal of packaging materials, used syringes, containers, and needles to enhance sanitation 

and avoid accumulation in the controlled area; 


For sterile batch compounding, written policies and procedures for the use of master formulas 

and work sheets and for appropriate documentation; 


Sterilization; and 


End product evaluation and testing. 


CORRECTIVE ACTION OR ACTION PLAN: 
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d. Labeling 

Yes No NtA 

DOD The pharmaoy's oompounded sterile iA:ieotable produot labels oontain: (CCR 1751.2) 

Telephone number of the pharmaoy, unless dispensed for a hospital in patient; 

Name and oonoentrations of ingredients oontained in the product; 

Instruotions for storage and handling; and 

A speoial label which states "Chemotherapy Dispose of Properly" for all cytotoxio agents. 

CORRECTIVE ACTION OR /\CTION PLAN: 

e. Record keeping Requirements 

Yes No NlA 

DOD Pharmacy reoords for sterile iA:ieotable produots produced for future use (pursuant to section 716.1 ), 
in addition to record requirements of seotion 1716.2, contain the name, lot number, amount, and date 
on whioh the produots 'Nere provided to a presoriber. (CCR 1751.3[a]) 

DOD Reoords for sterile products compounded from one or more non sterile ingredients are maintained for 
at least three years and oontain the following: (CCR 1751.3[b]) 

The training and oompetency evaluation of employees in sterile product prooedures;" 

Refrigerator and freezer temperatures; 

Certification of the sterile oompounding environment; 


Other facility quality control logs speoific to the pharmacy's policies and procedures (e.g., 

oleaning logs for faoilities and equipment); 


Inspeotion for expired or reoalled pharmaoeutioal produots or raw ingredients; and 


Preparation reoords inoluding the master 'Nork sheet, the preparation work sheet, and reoords 

of end produot evaluation results. 


DOD 	 The pharmaoy maintains reoords of validation prooesses as required by Seotion 1751.7(b) for three 
years. (CCR 1751.3[c]) 

CORRECTIVE ACTION OR ACTION PLAN: 

f. Attire 

Yes No N,tA 

DOD VVhen preparing cytotoxio agents, gowns and gloves are worn. (CCR 1751.4[a]) 

DOD 	 When oompounding sterile produots from one or more non sterile ingredients and a barrier isolator is 
RQtused: 
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Cleanroom garb is donned and removed outside the designated area; (CCR 1751.4[b][2D 


Individuals in the oleanroom wear a low shedding ooverall, head oover, faoe mask, and shoe 

oovers; (CCR 1751.4[b][1D 


No hand, finger, or wrist jmvelry is INorn or if the jewelry cannot be removed, it is oleaned and 

oovered ' ....ith a sterile glove; (CCR 1751.4[b][3]) 


Head and faoial hair is I<ept out of oritioal area or oovered (CCR 1751.4 [b][4 D; and 


Gloves of low shedding material are worn. (CCR 1751.4[b][5]) 


CORRECTIVE ACTION OR I\CTION PLI\N: 

g. Training of Staff, Patient, and Caregiver 

Yes No NtA 

DOD Consultation is available to the patient and/or primary caregiver conoerning proper use of sterile 
injectable produots and related supplies furnished by the pharmaoy. (CCR 1751.5[aD 

DOD 	 The pharmaoist in oharge ensures that all pharmacy personnel engaging in oompounding sterile 
injeotable drug produots has training and demonstrated oompetence in the safe handling of those 
products, including cytotoxie agents if the pharmacy eompounds sueh agents. (CCR 1751.5[bD 

DOD 	 Records of training and demonstrated competence are available for each individual and are retained 
for three years beyond the employment period. (CCR 1751.5[e]) 

DOD 	 The pharmaeist in oharge ensures the oontinuing oompetenoe of pharmaoy personnel engaged in 
compounding sterile injeetable produots. (CCR 1751.5[d]) 

DOD 	 'Athen eompounding sterile produots from one or more non sterile ingredients, the pharmaoy 
complies'llith the follo\\'ing training requirements: (CCR 1751.5[e]) 

DOD 	 The pharmacy follows a written program of training and performanee evaluation designed to ensure 
that eaeh person \','orking in the designated area has the kno' ....ledge and skills necessary to perform 
their aSSigned tasks properly. This program of training and performance evaluation addresses the 
following: (CCR 1751.5[e][1][1\ J]) 

I\septie teohnique; 

Pharmaeeutieal ealeulations and terminology; 

Sterile produet oompounding dooumentation; 

Quality assuranee proeedures; 

Proper gO'o'ming and gloving teehnique; 

General eonduct in the eontrolled area; 

Cleaning, sanitizing, and maintaining equipment used in the eontrolled area; 

Sterilization teehniques; and 


Container, equipment, and elosure system seleetion. 
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Yes Ne Nl-A 

DOD 	 Each person assigned to the controlled area successfully completes practical skills training in aseptic 
technique and aseptic area practices. (CCR 1751.5[e][2]) 

Evaluation includes '.witten testing and a \,.'ritten protocol of periodic routine performance 

checks involving adherence to aseptic area policies and procedures. 


Each person's proficiency and continuing training is reassessed evePf 12 months. 


Results of these assessments are documented and retained in the pharmacy for three years. 


CORRECTIVE j\CTION OR ACTION PLAN: 

h. Disposal of Waste Material 

Yes Ne NlA 

DOD The pharmacy has written policies and procedures for the disposal of infectious material andlor 
materials containing cytotoxic residues. (CCR 1751.6) 

DOD 	 The procedures include the cleanup of spills and are in conformance ""lith local health jurisdiction. 
(CCR 1751.6) 

CORRECTIVE /\CTION OR ACTION PLAN: 

i. Quality Assl:lranse and Prosess Validation 

Yes Ne NlA 

DOD 	 There is a documented, ongoing quality assurance program that monitors personnel performance, 
eqUipment, and facilities, and the pharmacist in charge assures that the end product meets the 
required specifications by periodic sampling. (CCR 1751.7[a]) 

DOD 	 The Quality l\ssurance Program contains at least the following: (CCR 1751.7[a][1 5]) 

Cleaning and sanitization of the' parenteral medication preparation area; 

Batch produced sterile injectable Elrug products compounded from one or more non sterile 
ingredients are subject to documented end product testing for sterility and pyrogens and are 
quarantined until the end product testing confirms sterility and acceptable levels of pyrogens; 

The storage of compounded sterile injectable products in the pharmacy and periodic 
documentation of refrigerator temperature; 

Steps to be taken in the event of a drug recall; and 

Written justification of the chosen expiration dates for compounded sterile injectable products 
in accordance 'Nith CCR 1716.2[a][3]) 

DOD 	 Each individual involved in the preparation of sterile injectable products successfully completes a 
validation process on technique before being allowed to prepare sterile injectable products. (CCR 
1751.7[b]) 
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Yes No N.tA 

DOD The validation process is carried out in the same manner as normal production, mEcept that an 
appropriate microbiological gro'.'lth medium is used in place of the actual product used during sterile 
preparation. (CCR 1751.7[b]) 

DOD 	 The validation process is representative of all types of manipulations, products and batoh sizes the 
individual is expected to prepare. (CCR 1751.7[b]) 

DOD 	 The same personnel, procedures, equipment, and materials are involved. (CCR 1751.7[bJ) 

DOD 	 Completed medium samples are incubated. (CCR 1751.7[b]) 

DOD 	 If microbiological growth is detected, the sterile preparation process is evaluated, corrective action 
taken, and the validation process is repeated. (CCR 1751.7[b]) 

DOD 	 Personnel competency is revalidated and documented at least every 12 months, 'Nhenever the 
quality assurance program yields an unacceptable result, when the compounding process changes, 
equipment used in the compounding of sterile injectable drug products is repaired or replaced, the 
facility is modified in a manner that affects airflow or traffic patterns, or whatever aseptic techniques 
are observed. (CCR 1751.7[bJ) 

CORRECTIVE ACTION OR ACTION PLAN: 

j. Reference Materials 

Yes No NJA 

DOD Current reference materials are maintained or available to the pharmacy on the drugs and chemicals 
used in parenteral therapy services and all parenteral therapy manufacturing, dispensing, 
distribution, and counseling services provided. (CCR 1751.9) 

CORRECTIVE ACTION OR ACTION PL/\N: 
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PHARMACIST ·IN·CHARGE CERTIFICATION: 

I, (please print) , RPH # hereby certify that I 
have completed the self-assessment of this pharmacy of which I am the pharmacist-in-charge. Any deficiency 
identified herein will be corrected. I understand that all responses are subject to verification by the Board of 
Pharmacy. I further state under penalty of perjury of the laws of the State of California that the information 
contained that I have provided in this self-assessment form is true and correct. 

Date ____________Signature 
(Pharmacist-in-Charge) 

ACKNOWLEDGEMENT BY HOSPITAL ADMINISTRATOR: 

I, (please print) hereby certify under penalty of perjury of the laws of the! 

State of California that I have read and reviewed this completed self-assessment. I understand that failure to 
correct any deficiency identified in this self-assessment could result in the revocation of the pharmacy's license 
issued by the California State Board of Pharmacy. 

Signature Date 

17M 14 (Rcv10/08) 
PIC 

17M-14 (Rev. 01/11) 23 Initials 



The following Legal References are used in the self-assessment forms. Many of these references can be viewed 
on the Board of Pharmacy Web site at www.pharmacy.ca.gov (see Laws and Regulations), at the California State 
Law Library, or at other libraries or Internet web sites. 

California Code of Regulations (CCRt Title 16 and Title 24 
Business and Professions Code (B&PC), Chapter 9, Division 2 
Health and Safety Code (H&SC), Division 10, Uniform Controlled Substances Act 
California Code of Regulations (CCR), Chapter 1, Division 5, Title 22 
Code of Federal Regulations (CFR), Title 21, Chapter II, Drug Enforcement Administration (www.dea.gov) 

_(California Code of Regulations [CCR], Title 16 and Title Iill.Q..24, and Business and Professions Code [B&PC], 
Chapter 9, Division 2) oan be found in the California Pharmaoy La ....' (beIO'.'.') or visit the Board of Pharmaoy VVeb 
site at "'A'A'/.pharmao'l.ea.gov under California Pharmaoy Law aRd lRde-x. 

The l=Iealth and Safety Code (I=I&SC), Division 10, Uniform Controlled Substanees Act is also in the California 
Pharmacy La'll (below) or you ean visit the Board of Pharmaey VVeb site at l:!:t1P1L'.'NA'l.pharmaoy.ea.gov under 
Ca.'ifomia Pharmacy Law aRd IRdox. 

California Code of Regulations (CCR), Chapter 1, Division 5, Title 22, and other referenees ean be found in the 
California State Law Library or eounty law libraries. 

Code of Federal Regulations (CFR), Title 21, Chapter II, Drug Enforoement Administration, may be found at 
l:!:t1P1L....n•••n.·I.dea.gov. 

California Board of Pharmacy 
1625 N. Market Blvd., Suite N219 
Sacramento, CA 95834 
Phone: (916) 574-7900 
~Fax:(916)574-8618 

http://www.pharmacy.ca.gov 

CsliJ6FR;S Pharmacy Law may be obtained by 

contacting: 
Law Tech LawTech Publishing Co. 

1060 Calle Cordillera, Suite 105 
San Clements CA 92673 

(800) 498-0911 Ext. 5 
http://www.lawtechpublishing.com 

Pharmacist Recovery Program 
(800) 522-9198 (24 hours a day) 

Atlantic Associates, Inc. (CURES) 
Prescription Collection 
8030 S. Willow Street, Bldg 3 Unit 3 
Manchester, NH 03103 
Phone: (888) 492-7341 

Fax: i877.L-508-6704 

CURES 
4949 Broad...,ay P.O. Box 160447 
Sacramento, CA ~ 95816-1089 
Phone: (916) 319-9062 

17M 14 (Rev10/08) 

Fax: (916) 319-9448 

http://www.ag.ca.gov/bne 

CURES Patient Activity Report Request Forms: 

http://www.ag.ca.gov/bne/trips.php 

PRESCRIBER BOARDS: 

Medical Board of California 
2005 Evergreen St., Suite 1200 
Sacramento, CA 95815 
Phone: (800) 633-2322 
Phone: (916) 263-2382 
~Fax:(916)263-2944 

http://www.mbc.ca.gov 

Dental Board of California 
2005 Evergreen St., Suite 1550 

Sacramento, CA 95815 
Phone: (877) 729-7789 

Phone: (916) 263-2300 
~Fax: (916) 263-2140 

http://www.dbc.ca.gov 

Board ofRegistered Nursing 
1625 N. Market Blvd., Suite N217 
Sacramento, CA 95834 
Phone: (916) 322-3350 

PIC 
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~Fax: (916) 574-7697 

http://www.rn.ca.govt 


Board of Optometry 

2420 Del Paso Road, Suite 255 . 

Sacramento, CA 95834 

Phone: (916) 575-7170 

~Fax:(916)575-7292 

http://www.optometry.ca.govt 

Osteopathic Medical Board of California 

1300 National Drive, Suite #150 

Sacramento, CA 95834 

Phone: (916) 928-8390 

~Fax:(916)928-8392 

http://www.ombc.ca.gov 

Physician Assistant Committee 
2005 Evergreen St., Suite 1100 

Sacramento, CA %8±9 95815 

Phone: (916) 561-8780 

~Fax: (916) 263-2671 

http://www.pac.ca.gov 


Board of Podiatric Medicine 
2005 Evergreen St., Suite 1300 

Sacramento, CA 95815 

Phone: (916) 263-2647 

~Fax: (916) 263-2651 

http://www.bpm.ca.gov 

Veterinary Medical Board 
2005 Evergreen St., Suite 2250 

Sacramento, CA 95815 

Phone: (916) 263-2610 

~Fax: (916) 263-2621 

http://www.vmb.ca.gov 

FEDERAL AGENCIES: 

Food and Drug Administration 
-Industry Compliance 
http://www.fda.gov/oc/industry/centerlinks.html#dr 
ugs 

The Drug Enforcement Administration may be 
contacted at: 

DEA Website: http://www.deadiversion.usdoj.gov 

Online Registration - New Applicants: 
http://www.deadiversion.usdoj.gov/drugreg/reg_ap 
ps/onlineforms_new.htm 
Online Registration - Renewal: 
www.deadiversion.usdoj.gov/drugreg/reg_apps/ 
onlineforms.htm 
Registration Changes (Forms): 
http://www.deadiversion.usdoj.gov/drugreg/ 
cha nge_req uests/index.htm I 

DEA Registration Support (all of CAl: 
(800) 882-9539 

Online DEA 106 Theft/Loss Reporting: 

https://www.deadiversion.usdoj.gov/webforms/ 

appl06Login.jsp 

Online DEA 222 Controlled Substance Ordering 

System (CSOS): http://www.deaecom.gov/ 


DEA - Fresno 
2444 Main Street, Suite 240 

Fresno, CA 93721 

Registration: (888) 304-3251 or (415) 436-7900 

(415) 436 7900 

Diversion or Investigation: (559) 487-5406 


DEA - Los Angeles 

255 East Temple Street, 20th Floor 

Los Angeles, CA 90012 

Registration: (888) 415-9822 or (213) 621-6960 

(Registration) 

Diversion or Investigation: (213) 621-6942 (Diversion 

or Investigation) 


DEA - Oakland 

1301 Clay Street, Suite 460N 

Oakland, CA 94612 

Registration: (888) 304-3251 

Diversion or Investigation: (510) 637-5600 


DEA - Redding 

310 Hensted Drive, Suite 310 

Redding, CA 96002 

Registration: (888) 304-3251 or (415) 436-7900 

(415) 436 7900 

Diversion or Investigation: (530) 246-5043 


DEA - Riverside 

4470 Olivewood Avenue 

Riverside, CA 92501-6210 

Registration: (888) 415-9822 or (213) 621-6960 

(213) 621 6960 

Diversion or Investigation: (951) 328-6200 


http:http://www.deaecom.gov
https://www.deadiversion.usdoj.gov/webforms
http://www.deadiversion.usdoj.gov/drugreg
www.deadiversion.usdoj.gov/drugreg/reg_apps
http://www.deadiversion.usdoj.gov/drugreg/reg_ap
http:http://www.deadiversion.usdoj.gov
http://www.fda.gov/oc/industry/centerlinks.html#dr
http:http://www.vmb.ca.gov
http:http://www.bpm.ca.gov
http:http://www.pac.ca.gov
http:http://www.ombc.ca.gov
http://www.optometry.ca.govt
http://www.rn.ca.govt


DEA - Sacramento 
4328 Watt Avenue 

Sacramento, CA 95821 

Registration: (888) 304-3251 or (415) 436-7900 

Diversion or Investigation: (916) 480-7250 


DEA - San Diego and Imperial Counties 
[metra Sf3ace} 

4560 Viewridge Avenue 

San Diego, CA 92123-1637 

Registration: (800) 284-1152 

Diversion or Investigation: (858) 616-4100 


DEA - San Francisco 
450 Golden Gate Avenue, 14th Floor 
San Francisco, CA 94102 

Registration: (888) 304-3251 

Theft Reports or Diversion: (415) 436-7900 


DEA - San Jose 
One North First Street, Suite 405 

San Jose, CA 95113 

Registration: (888) 304-3251 

Diversion or Investigation: (408) 291-2631 




------------------------------------------------------
____~________________________________________________ 


---------------------------------------------------------------
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D California State Board ofPharmacy 
1625 N. Market Blvd., Suite N219 • 
Sacramento, California 95834 
(916) 574-7900 FAX (916) 574-8618 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN JR. MGIOLD 8CIIW~B!>IEGGER; GOW:lGIOR 

WHOLESALER 

DANGEROUS DRUGS & DANGEROUS DEVICES 


SELF- ASSESSMENT 


All legal references used throughout this self-assessment form are explained on page 18. 

All references to "drugs" throughout this self-assessment refer to dangerous drugs and dangerous 
devices as defined in Business & Professions Code (B & P B&PC) section 4022. 
(http://www.pharmacy.ca.gov/laws _regs/lawbook. pdf). 

Wholesaler Name 


Adilless ______

Phone 

Wholesaler E-mail adilless (optional) 

Ownership: Please mark one 
r r r r 

sole owner partnership corporation LLC 
r r 

non-licensed owner Other (please specify) ____-------- ­

CA Wholesaler Permit # ________________ Expiration Date ___________ 

Other Permit #______________________ Expiration Date ___________ 

DEA Registration # ____________________ Expiration Date ___________ 

Date of most recent DEA Inventory _________________ 

r
Hours: Daily_______S,at,______________ Sun'----_________ 24 Hours 

Designated representative-in-charge (DRlC) / pharmacist (RPH) __________________ 

DRIC License # / RPH License # ________ Expiration Date _________ 

17M-26 (Rev. -lWQ& 01111) Page 1 of22 DRlCIRPH Initials 

http://www.pharmacy.ca.gov/laws


----

10 

Licensed Wholesaler Staff (designated representative (DR), pharmacist): 

1. DR#IRPH# 


2. DR#IRPH# 


3. DR#IRPH# 


4. DR#IRPH# 

5. DR#IRPH# 

6. DR#IRPH# 


7. DR#IRPH# 


8. DR#/RPH# 

9. DR#IRPH# 

DR#IRPH# 

Exp. Date 

Exp. Date 

Exp. Date 

Exp. Date 

Exp. Date 

Exp. Date 

Exp. Date 

Exp. Date 

Exp. Date 

Exp. Date 
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Please mark the appropriate box for each question. If "NO," enter an explanation on the 
"CORRECTIVE ACTION OR ACTION PLAN" lines at the end of the section. Ifmore 
space is needed, add additional sheets. 

1. Ownership/Location 

YesNo N/A 

DOD Review the current wholesaler permit for this business. Are the listed owners 
correct and is the listed address correct? If not, please indicate discrepancy. If 
either is incorrect, notify the board in writing immediately. (B & P B&PC 
4160[a][c][f]) Attach a copy of the notification letter to the board to this 
document. 

DOD Have you established and do you maintain a list of officers, directors, managers 
and other persons in charge of drug distribution, handling and storage? The list 
must contain a summary ofthe duties and qualifications for eachjob listed. (CCR 
1780[f][3D Please attach a copy of the list to this document. (This list should 
be dated.) 

Note:-;- Upon request, the owner must provide the board with the names of the owners, managers 
and employees and a brief statement ofthe capacity in which they are employed. (B & P B&PC 
4082) 

CORRECTIVE ACTION OR ACTION PLAN 

2. Facility 
Premises, fixtures and equipment: 

YesNo N/A 

DOD Are clean and orderly 
DOD Are well ventilated 
DOD Are free from rodents and insects 
DOD Are adequately lit 
DOD Have plumbing in good repair 
DOD Have temperature & humidity monitoring to assure compliance with USP 

Standards. (The standards for various drugs may differ, see USP 1990 22nd 

Edition) (CCR 1780[bD 

D D D Is there a quarantine area for outdated, damaged, deteriorated, or misbranded 
drugs, drugs with the outer or secondary seal broken, partially used containers, or 

-- -- - --~----- -~-~ ---any-drug -rerumed-undet.:conditions-that-castcdoubt-on-the-drugssafety, -identity,- --- ------ - ~ - ~- -­
strength, quality or purity? (CCR 1780[eD 
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YesNo N/A 

DDD Are dangerous drugs and dangerous devices stored in a secured and locked area? 
(CCR 1780[a]) 

DDD 	 Is access to areas where dangerous drugs are stored limited to authorized 
personnel? (CCR 1780[c]) 

List personnel with keys to the area(s) where drugs are stored (list by name or job title): 

YesNo N/A 

DDD Does this business operate only when a designated representative or pharmacist is 
on the premises? (CCR 1781) 

The wholesale premises is equipped with the following specific security features: 
DDD 
DDD 

There is an alarm to detect after-hours entry. (CCR 1780[c][1]). 
The outside perimeter of the building is well lit (CCR 1780[c][3]). 

DDD The security system p~ovides protection against theft and diversion including 
tampering with computers and or electronic records. (CCR 1780[ c] [2]). 

Explain how your security system complies with these requirements. 

YesNo N/A 

DDD 	 Is this business a "reverse distributor", that is, does the business act as an agent 
for pharmacies, drug wholesalers, manufacturers and others, by receiving, 
inventorying and managing the disposition of outdated or nonsalable drugs? 
(B & P B&PC 4040.5) 

CORRECTIVE ACTION OR ACTION PLAN 
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YesNo N/A 
o 0 0 The facility is subscribed to the board's e-mail notifications. (B&PC 4013) 

Date Last Notification Received: 

E-mail address registered with the board: 

CORRECTIVE ACTION OR ACTION PLAN 

YesNo N/A 
000 The facility receives the board's e-mail notifications through the owner's 

electronic notice system. (B&PC 4013 [c]) 

Date Last Notification Received: 

E-mail address registered with the board: 

CORRECTIVE ACTION OR ACTION PLAN 

Note: There are specific requirements for wholesaling controlled substances - these additional 
requirements are in Section 11 of this document. 

3. Designated Representative-in-Charge I Owner Responsibilities 

YesNo N/A 

DDD 	 The owner and the designated representative-in-charge are both equally 
responsible for maintenance of the records and inventory. (B & P B&PC 
4081[b]) 

DDD 	 Is the designated representative-in-charge responsible for the wholesaler's 
compliance with all state and federal laws for the wholesale distribution of drugs? 
The designated representative-in-charge may be a pharmacist. (B & P B&PC 
4160[d]) 

DDD 	 The owner must notify the board within 30 days oftermination of the designated 
representative-in-charge or pharmacist. (B & P B&PC 4305.5[a]) 

--~~~--~~--~-.~-----~ -~---~--~- ~ - --~---~ - -~---- -~--

DDD 	 The owner must identify and notify the board of the appointment of a new 
designated representative-in-charge within 30 days of the termination of the 
former designated representative-in-charge. (B & P B&PC 4160[d], 4331[c]) The 
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appropriate form for this notification is a "Change ofDesignated Representative­
in-Charge," which is available on the board's website. 

YesNo NIA 

DDD The designated representative-in-charge who ends his or her employment at a 
wholesaler, must notify the board within 30 days. (B & P B&PC 430S.S[c], 
4101 [bJ). This notification is in addition to that required ofthe owner. 

CORRECTIVE ACTION OR ACTION PLAN 

4. Designated RepresentativeIPharmacist 

YesNo NIA 

DDD 	 If a designated representative or pharmacist changes his/her name or personal 
address of record, he/she must notify the board in writing within 30 days. 
(B & P B&PC 4100, CCR 1704) 

CORRECTIVE ACTION OR ACTION PLAN 

5. Ordering Drugs by this Business for Future SalelTransfer or Trade 

YesNo NIA 

DDD Are drugs ordered only from a business licensed by this board or from a licensed 
manufacturer? (B & P B&PC 4163[b], 4169) 

YesNo NIA 

DDD If drugs are returned to your premises by a business that originally purchased the 
drugs from you, do you document the return with an acquisition record for your 
business and a disposition record for the business returning the drugs? 
(B & P B&PC 4081, 4332) 

CORRECTIVE ACTION OR ACTION PLAN 

Note: There are specific requirements for wholesaling controlled substances - these additional 
requirements are in Section 11 of this document. 
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6. Receipt of Drugs by this Business 

YesNo N/A 

DOD When drugs are received by your business, are they delivered to the licensed 
wholesale premises, and received by and signed for only by a designated 
representative or a pharmacist? (B & P 4059.5[a]) 

DOD When drugs are received by your business, are the outside containers visibly 
inspected to identify the drugs and prevent acceptance of contaminated drugs by 
detecting container damage? (CCR 1780[d][l]) 

CORRECTIVE ACTION OR ACTION PLAN 

Note: There are specific requirements for wholesaling controlled substances - these additional 
requirements are in Section 11 ofthis document. 

7. Drug Stock 

YesNo N/A 

DOD Is all drug stock open for inspection during regular business hours? (B--&-F 
B&PC 4081 [a]) 

DOD , Are all drugs you order maintained in a secure manner at your licensed wholesale 
premises? You cannot order, obtain or purchase drugs that you are not able to 
store on your licensed premises. (B & P B&PC 4167) 

DOD Do all drugs you sell conform to the standards and tests for quality and strength 
provided in the latest edition of United States Pharmacopoeia or Sherman Food 
Drug and Cosmetic Act? (B & P B&PC 4342[a]) 

YesNo 1>l+A 

DOD Do all drug containers you store on your premises have a manufacturer's 
expiration date? Any drug without an expiration date is considered expired and 
may not be distributed. (CCR 1718.1) 

DOD Are outdated, damaged, deteriorated or misbranded drugs held in a quarantine 
area physically separated from other drugs until returned to the supplier or sent 
for destruction? (CCR 1780[ e], CFR 1307.21) 

DOD Are drugs with the outer or secondary seal broken, or partially used or returned 
drugs held in a quarantine area and physically separated from other drugs until 

___________~returned to the suppli~~r sellt for destru5tion l{QCI~J78_Q{eJLGFRIIQ7.21t____ ___ __ _ 
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DOD 	 When the conditions under which drugs were returned to your premises cast doubt 
on the drugs' safety, identity, strength, quality or purity, are the drugs quarantined 
and either returned to your supplier or destroyed? If testing or investigation 
proves the drugs meet USP standards, the drugs may be returned to normal stock. 
(CCR 1780[e], CFR 1307.21) 

CORRECTIVE ACTION OR ACTION PLAN 

Note: There are specific requirements for wholesaling controlled substances - these additional 
requirements are in Section 11 of this document. 

8. Sale or Transfer of Drugs by this Business 

YesNo NlA 
ODD 	 Are drugs sold only to businesses or persons licensed by this board, licensed by a 

prescriber board, licensed as a manufacturer, or to a licensed health care entity 
authorized to receive drugs? 

Describe how you verify a business or person is appropriately licensed. (B & P B&PC 4059.5[a] 
[b][d], B & P B&PC 4169) 

List any businesses or individmlls that order drugs from you that are not licensed according to the 
list above: 

YesNo N/A 

DDD Are drugs only furnished by your business to an authorized person? (B--&-P 
B&PC 4163[aJ) Note: An authorized person can be a business or natural person. 

DDD 
DDD 
DDD 

Does your business only receive drugs from a pharmacy if: 
the pharmacy originally purchased the drugs from you? 
your business is a "reverse distributor"? 
the drugs are needed to alleviate a shortage? (and only a quantity sufficient 
to alleviate a specific shortage). (B & P B&PC 4126.5[aJ) 

Are all drugs that are purchased from another business or that are sold, traded or 
transferred by your business: 
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DDD transacted with a business licensed with this board as a wholesaler or 
pharmacy? 

DDD free of adulteration as defined by the CA Health & Safety Code section 
111250? 

DDD free of misbranding as defined by CA Health & Safety Code section 
111335? 

DDD confirmed to not be beyond their use date (expired drugs)? (B & P B&PC 
4169) 

List any incidents where adulterated, misbranded or expired drugs were purchased, sold, traded 
or transferred by this business in the past 2 years. 

If your business sells, transfers, or delivers dangerous drugs or devices outside of 
California, either to another state within the United States or a foreign country, do 

YesNo N/A you: 
DDD comply with all CA pharmacy laws related to the distribution of drugs? 
DDD comply with the pharmacy law of the receiving state within the United 

States? 
DDD comply with the statues and regulations of the Federal Food and Drug 

Administration and the Drug Enforcement Administration relating to the 
wholesale distribution of drugs? 

DDD comply with all laws of the receiving foreign country related to the 
wholesale distribution of drugs? 

DDD comply with all applicable federal regulations regarding the exportation of 
dangerous drugs? 

Describe how you determine a business in a foreign country is authorized to receive dangerous 
drugs or dangerous devices. (B & P B&PC 4059.5[e]) 

YesNo N/A 

DDD 	 When you are not an authorized distributor for a drug, a pedigree must 

accompany the product when sold, traded, or transferred (Prescription Drug 

Marketing Act of 1987). Effective January 1,2009, Commencing on July 1, 

2017, an electronic pedigree must accompany all drugs (B & P B&PC 4163), 

even those for which your business is an authorized distributor. ' 


_~_D~_DD______lfpIefeIentially_priced-drugsare_sold.by_your.husiness,-that-salecomplies-with. -~- ~-------­

the Prescription Drug Marketing Act of 1987 and CA Pharmacy Law. (B-&-J! 
B&PC 4380) 

17M-26 (Rev. WfO& 01111) Page 9 of22 DRICIRPH Initials ___ 

http:lfpIefeIentially_priced-drugsare_sold.by


DDD Does your business' advertisements for dangerous drugs or devices contain false, 
fraudulent, misleading or deceptive claims? (B & P B&PC 4341, B--&-P­
B&PC 651, CCR 1766) 

DDD Do you offer or receive any rebates, refunds, commissions or preferences, 
discounts or other considerations for referring patients or customers? If your 
business has any of these arrangements, please list with whom. (B--&-P­
B&PC 650) 

YesNo N/A 

DOD 	 Does your business sell dangerous drugs or devices to the master or first officer of 
an ocean vessel, after your business has received a written prescription? If so, 
describe how you comply with the ordering, delivery and record keeping 
requirements for drugs including controlled substances, and the requirement to 
notify the board of these sales. (B & P B&PC 4066, CFR 1301.25) 

CORRECTIVE ACTION OR ACTION PLAN 


Note: There are specific requirements for wholesaling controlled substances - these additional 
requirements are in Section 11 of this document. 

9. Outgoing Shipments of Drugs 

YesNo N/A 

DOD Before you ship drugs to a purchaser, do you inspect the shipment to assure the 
drugs were not damaged while stored by your business? (CCR 1780[d][2J) 

YesNo }VA 

DOD 	 Does your business use a common carrier (a shipping or delivery company­
UPS, US Mail, FedEx, DHL) for delivery of drug orders to your customers? 
(B & P B&PC 4166[aJ) 
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List the common carriers (shipping or delivery companies) you use. 

CORRECTIVE ACTION OR ACTION PLAN 


Note: There are specific requirements for wholesaling controlled substances - these additional 
requirements are in Section 11 of this document. 

10. Delivery of Drugs 

YesNo N/A 

DDD Are all drugs ordered by a pharmacy or another wholesaler delivered to the 
address of the buyer's licensed premises and signed for and received by a 
pharmacist or designated representative where allowed? (B & P B&PC 4059.5[a]) 

DDD Are all drugs ordered by a manufacturer or prescriber delivered to the 
manufacturer's or prescriber's licensed business address and signed for by a 
person duly authorized by the manufacturer or prescriber? (B & P B&PC 4059[d]) 

DDD All drugs delivered to a hospital are delivered either to the pharmacy premises or 
to a central receiving area within the hospital. (B & P B&PC 4059.5[c]) 

DDD If drugs are delivered to a pharmacy when the pharmacy is closed and a 
pharmacist is not on duty, documents are left with the delivery in the secure 
storage facility, indicating the name and amount of each dangerous drug 
delivered. (B & P B&PC 4059.5[f]) 

CORRECTIVE ACTION OR ACTION PLAN 

11. Controlled Substances 

YesNo N/A 

DDD Are there effective controls to prevent theft or diversion of controlled substances? 
(CFR 1301.71) 

YesNo NlA 
-~--~~-_D_D~D__~~~&~~ag~~~~~~~~-----~~-~ 

met? (specific requirements are listed in CFR 1301.72[a]) 

DDD 	 Are DEA requirements for storage of Schedule III controlled substances being 
met? (specific requirements are listed in CFR 1301.72 [b]) 
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DOD Is a DEA inventory completed by your business every two years for all schedules 
(II - V) of controlled substances? (CFR 1304.11 [a] [c] [e D 

ODD Is the biennial record of the DEA inventory required for Schedule II - V 
controlled substances conducted every 2 years, retained for 3 years? (CFR 
1304.11, CCR 1718, 1780(£)[2D 

ODD Has the person within your business who signed the original DEA registration, or 
the last DEA registration renewal, has created a power of attorney for each person 
allowed to order Schedule II controlled substances for this business? (CFR 
1305.05) 

List the individuals at this location authorized by power of attorney to order controlled 
substances. 

YesNo N/A 

ODD 	 Does your business follow employee-screening procedures required by DEA to 
assure the security of controlled substances? (CFR 1301.90) 

ODD 	 If any employee ofthis business possesses, sells, uses or diverts controlled 
substances, in addition to the criminal liability you must evaluate the 
circumstances of the illegal activity and determine what action you should take 
against the employee. (CFR 1301.92) 

ODD 	 Are all controlled substances purchased, sold or transferred by your business, 
done so for legitimate medical purposes? (H & S 11153.5 [ a] [b ] [cD 

ODD 	 If your business distributes controlled substances through an agent (i.e. detail 
person), do you have adequate security measures in place to prevent theft or 
diversion of those controlled substances (CFR 1301.74[f]) 

ODD 	 If a person attempts to purchase controlled substances from your business and the 
person is unknown to you, you make a good faith effort to determine the person 
(individual or business) is appropriately licensed to purchase controlled 
substances. (CFR 1301.74 [aD 

Explain how your business determines an unknown business or individual is appropriately 

L licensed to purchase controlled substances 
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YesNo N/A 

DDD Ifyour business uses a common carrier to deliver controlled substances, your 
business determines the common carrier has adequate security to prevent the theft 
or diversion of controlled substances._(CFR 1301. 74 [f]) 

DDD Ifyour business uses a common carrier to deliver controlled substances, are the 
shipping containers free of any outward indication that there are controlled 
substances within, to guard against storage or in-transit theft? (CFR 1301.74[eD 

DDD Are all Schedule II controlled substances ordered from your business using a fully 
completed DEA 222 order form? (CFR 1305.03, 1305.06) 

DDD When your business fills orders for Schedule II controlled substances, is the date 
filled and the number of containers filled recorded on copies 1 and 2 of DE A 222 
from? Is copy 1 retained and copy 2 sent to DEA at the close of the month the 
controlled substance order was filled? (CFR 1305.13 [bD 

DDD If a Schedule II controlled substance order cannot be filled, does your business 
return copy 1 and 2 of the DEA 222 order form to the buyer with a letter 
indicating why the order could not be filled? (CFR 1305.15) 

DDD When your business partially fills Schedule II controlled substances, is the 
balance provided within 60 days of the date of the order form? After the final 
partial filling, is copy 1 retained in your files and copy 2 of the complet~d 9BA 
DEA 222 order form sent to DEA by the close of that month? (CFR 1309.13[bD 

DDD For all Schedule II controlled substances received by your business, is copy 3 of 
the DEA 222 order form completed by writing in for each item received, the date 
received and the number of containers received? (CFR 1305.13[eD 

DDD Does your business use the online CSOS secure transmission system offered by 
the Drug Enforcement Administration in place of a paper DEA 222 Form for 
Schedule II controlled substances? 

DDD Does your business follow the procedure outlined by DEA to obtain Schedule II 
controlled substances when the original DEA 222 order form is lost or stolen? 
(CFR 1305.16(a)) 

DDD 

Yes:Ne NIA 
D D D 

Are all records of purchase and sale for all schedules of controlled substances for 
your business kept on your licensed business premises for 3 years from the 
making? (B & P B&PC 4081, CCR 1718, CFR 1305.09[d], 1305.l7[a] [b], and 
H & S 11252, 11253, 1304.03) 

Are records of Schedule II controlled substances stored separate from all others? 
____:_:__~ ___~:__(CFR 1304.04IllW} 	 ___ ~______________ _ 

DDD 	 Are records for Schedule III-V controlled substances stored so that they are easily 
retrievable? (CFR 1304.04 [f][2D 
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DOD Before your business distributes carfentanil etorphine HCL and or diprenorphine, 
do you contact the DEA to determine the person (individual or business) is 
authorized to receive these drugs? (CFR 1301.75[g], 130S.16[b]) 

DOD Do you separate records for the sale of carfentanil etorphine hydrochloride and or 
diprenorphine from all other records? (CFR 1305.16) 

DOD Does the owner of your business notify the DEA, on a DEA 106 form, of any 
theft or significant loss of controlled substances upon discovery of the theft? 
(CFR 1301.74[c]) 

DOD Does the owner ofyour business notify the board of any loss of controlled 
substances within 30 days of discovering the loss? (CCR 1715.6) 

CORRECTIVE ACTION OR ACTION PLAN 

12. Policies and Procedures 

Does this business maintain and adhere to policies and procedures for: 
YesNo N/A 

DOD 	 Receipt of drugs? 
DOD 	 Security of drugs? 
DOD 	 Storage of drugs? (including maintaining records to document proper 

storage) 
DOD 	 Inventory of drugs? (including correcting inaccuracies in inventories) 
DOD 	 Distributing drugs? 
DOD 	 Identifying, recording and reporting theft or losses? 
DOD Correcting errors? 

Physically quarantining and separating: 
DOD returned, damaged, outdated, deteriorated, misbranded or 

adulterated drugs? 
DOD drugs that have been partially used? 
DOD drugs where the outer or secondary seals on the container have 

been broken? 
DOD drugs returned to your business, when there is doubt about the 

safety, identity, strength, quality, or purity of the drug? 
YesNa "N/A 

DOD 	 drugs where the conditions of return cast doubt on safety, identity, 
strength, quality or purity? (CCR 1780[e][f]) 

CORRECTIVE ACTION OR ACTION PLAN 
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13. Training 

YesNo N/A 

DOD Is training and experience provided to all employees to assure all personnel 
c01)1ply with all licensing requirements? (CCR 1780[f][4]) 

List the types of training you have provided to staff in the last calendar year and the dates of that 
training. 

CORRECTIVE ACTION OR ACTION PLAN 


14. Dialysis Drugs 

YesNo N/A 

DOD 	 Does your business provide dialysis drugs directly to patients, pursuant to a 
prescription? {B & P B&PC 4054) (4059[c]) If so, please complete the next 
4 questions, if not proceed to Section 15. 

DOD 	 Do home dialysis patients complete a training program provided by a dialysis 
center licensed by Department ofHealth Services? Prescriber must provide proof 
of completion of this training to your business. (B & P B&PC 4059[d]) 

OD,D 	 Do you have written or oral orders for authorized dialysis drugs for each dialysis 
patient being serviced. Are such orders received by either a designated 
representative or a pharmacist? Note: refill orders cannot be authorized for more 
than 6 months from the date ofthe original order. (CCR 1787[a][b][c]) 

DOD 	 Does your business provide an "expanded invoice" for dialysis drugs dispensed 
directly to the patient including name of drug, manufacturer, quantities, lot 
number, date of shipment, and name of the designated representative or 
pharmacist responsible for distribution? A copy of the invoice must be sent to the 
prescriber, the patient and a copy retained by this business. Upon receipt of drugs, 
the patient or patient agent must sign for the receipt for the drugs with any 
irregularities noted on the receipt. (CCR 1790) 

YesNo Nh\I 
I 	
I 	1----­

DOD 	 Is each case or full shelf package of the dialysis drugs dispensed labeled with the 
patient name and the shipment? Note that additional information as required is 

~~~~.pLO'yjde_d_wit~each.shipmenL~CCRl1..9~)~~~~~~~~~

CORRECTIVE ACTION OR ACTION PLAN 
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15. Record Keeping Requirements 

YesNo N/A 

DOD 	 Does your business' sales record for drugs include date of sale, your business 
name and address, the business name and address of the buyer, and the names and 
quantities of the drugs sold? (B & P B&PC 4059[bD 

DOD 	 Are purchase and sales records for all transactions retained on your licensed 
premises for 3 years from the date of making? (B & P B&PC 4081 [a], 4105[c], 
4081, 4332,4059.5[aD Note: A drug pedigree is considered to be a part of the 
records ofpurchase and sale and must be retained for three years from the 
making. 

DOD 	 Are all purchase and sales records retained in a readily retrievable form? (B--&-P­
B&PC 4105[aD 

DOD 	 Is a current accurate inventory maintained for all dangerous drugs? (B--&-P­
B&PC 4081, 4332, 1718) 

DOD 	 If you temporarily remove purchase or sales records from your business, does 
your business retain on your licensed premises at all times, a photocopy of each 
record temporarily removed? (B & P B&PC 4105[bD 

DOD 	 Are required records stored off-site only if a board issued written waiver has been 
granted? 

If your business has a written waiver, write the date the waiver was approved and the off-site 
address where the records are stored below. (CCR 1707[aD 

Date ____ Address_________________________ 

YesNo N/A 

DOD Is an off-site written waiver in place and is the storage area secure from 
unauthorized access? (CCR 1707[b][ID 

DOD 	 If an off-site written waiver is in place, are the records stored off-site retrievable 
within 2 business days? (CCR 1707[b][2D 

Yes'No Jl>t/i\ 

DOD 	 Can the records that are retained electronically be produced immediately in hard 
copy form by any designated representative, if the designated representative-in­
charge is not present? (B & P 4105[dD 

DOD 	 Are records of training provided to employees to assure compliance with 
licensing requirements, retained for 3 years? (CCR 1780[f][4D 
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DDD 	 Has this licensed premises, or the designated representative-in-charge or 
pharmacist, been cited, fined or disciplined by this board or any other state or 
federal agency within the last 3 years? If so list each incident with a brief 
explanation (B & P B&PC 4162[a][4]): 

YesNo N/A 

DDD Has the licensed premises received any orders of correction from this board? A 
copy of the order and the corrective action plan must be on the licensed premises 
for 3 years. (B & P B&PC 4083) 

DDD Has this business received a letter of admonishment from this board? A copy must 
be retained on the premises for 3 years from the date of issue. (B & P B&PC 
4315[e]) 

DDD If this business dispenses dialysis drugs directly to patients, are the prescription 
records retained for 3 years, including refill authorizations and expanded invoices 
for dialysis patients? (CCR 1787[c], 1790) 

CORRECTIVE ACTION OR ACTION PLAN 

Note: There are specific requirements for wholesaling controlled substances - these additional 
requirements are in Section 11 of this document. 

16. Reporting Requirements to the Board 

YesNo N/A 

DDD A designated representative-in-charge who terminates employment at this 
business, must notify the board within 30 days of the termination (B-&-P 
B&PC 4101[b], 4305.5[c]. 

DDD The owner must report to the board within 30 days the termination ofthe 
designated representative-in-charge or pharmacist (B & P B&PC 4305.5[a]) 

Yes}~o }VA 

DDD The owner must report to the board within 30 days of discovery, any loss of 
controlled substances, including amounts and strengths of the missing drugs. 
(CCR 1715.6) 

The owner must notify the DEA, on a DEA form 106, anytheft or sigillncant loss~---~-­
of controlled substances upon discovery. (CFR 1301.74[c]) 
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DOD Do your employees know about their obligation to report any known diversion or 
loss of controlled substances to a responsible person within your business? (CFR 
1301.91) 

DOD The owner must notify the board within 30 days of any change in the beneficial 
ownership ofthis business. (B & P B&PC 4201 [i], CCR 1709[bJ) 

DOD When called upon by the board, your business can report all sales of dangerous 
drugs or controlled substances subject to abuse. (B & P B&PC 4164[aJ) 

DOD Effective January 1,2006 your business will develop and maintain a tracking 
system for individual sales of dangerous drugs at preferential or contract prices to 
pharmacies that primarily or solely dispense prescription drugs to patients of 
long-term care facilities. Your system must: 
1. identify pharmacies that primarily or solely dispense prescription drugs to 

patients of long term care facilities 
2. identify purchases of any dangerous drugs at preferential or contract prices 
3. identify current purchases that exceed prior purchases by 20 percent over the 

previous 12 calendar months. (B & P B&PC 4164[bJ) 

DOD I understand that this wholesaler license is not transferable to a new owner. A 
change of ownership must be reported to this board, as soon as the parties have 
agreed to the sale. Before the ownership actually changes, an additional ' 
application for a temporary permit must be submitted to the board if the new 
owner wants to conduct business while the board is processing the change of 
ownership application and until the new permanent permit is issued. A company 
cannot transfer the ownership of the business via a contract with another 
individual or business, without the board's approval (B & P B&PC 4201 [gJ) 

DOD The owner of this business must immediately notify the board in writing if any 
assignment is made for the benefit of creditors, if the business enters into any 
credit compromise arrangement, files a petition in bankruptcy, has a receiver 
appointed, or enters into liquidation or any other arrangement that might result in 
the sale or transfer of drugs. (CCR 1705) 

DOD If this business is discontinued, the owner must notify the board in writing before 
the actual discontinuation of business. (CCR 1708.2). If the business holds a 
DEA registration, the owner must notify the DEA promptly of the discontinuation 
of business and all unused DEA 222 order forms must be returned to the DEA. 
(CFR 1301.52[a], 1305.14) 

[space inserted] 
CORRECTIVE ACTION OR ACTION PLAN 
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17. Additional Licenses/Permits Required 

List all licenses and permits required to conduct this business, including local business licenses, 
wholesale licenses held in other states, permits or licenses required by foreign countries or other 
entities (B & P B&PC 4059.5[e], 4107,CFR B05.11 [a], B & P 4059.5[eD 

DESIGNATED REPRESENTATIVE-IN-CHARGE I PHARMACIST CERTIFICATION: 

I, (please print) , DRIC# I RPH # _______ 
hereby certify that I have completed the self-assessment ofthis wholesale business of which I am the 
designated representative-in-charge (DRIC) I pharmacist (RPH). I understand that all responses are 
subject to verification by the Board ofPharmacy. I further state under penalty of perjury that the 
information contained in this self-assessment form is true and correct. 

Signature --::::--:-----,----;-:::------,---,;----;--:;:::------;:=-=-:-:::----:-:-:=:c--- Date ___________ 
Designated Representative-in-Charge (DRIC) / Pharmacist (RPH) 

Legal References 

All references to California Business & Professions Code (B & P B&PC) are Chapter 9, 
Division 2 unless otherwise specified (http:/A\,\cv\v.pharmaey.ca.gov/laws regs/la·.vbook.pdf). 

All references to California Code ofR~gulations (CCR) are to Title 16 unless otherwise specified 
(http://vpvpN.pharmacy.ca.gov/laws regs/lav.rhook.pdf). 

All references to California Health & 8afety Code (H & 8) are to Division 10, Uniform 
Controlled 8ubstances Act (http://wv.w.pharmacy.ca.go\>.7Qavvs regs/lawbook.pdf) or 
Division 104, Part 5, 8herman Food, Drug and Cosmetic Laws 
http:/A'p>vw.dhs.ca.goydfdb/PDF/8herman%202006.PDF 

AIl references to United 8tates Code ofFederal Regulations (CFR) are Title 21, Chapter II Part 
Eill:t1300, Drug Enforcement Administration, Food and Drugs and codified Controlled 
8ubstances Act (C8t\:) (http:/AvvPN.deadiversion.usdoj.gov-l21 cfr/index.html). 

!---~---~--~---------- -- --- -~------~----­
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The following Legal References are used in the self-assessment form. Many ofthese references 
can be viewed on the Board ofPharmacy Web site at www.pharmacy.ca.gov (see Laws and 
Regulations), at the California State Law Library, or at other libraries or Internet Web sites: 

California Code ofRegulations (CCR), Title 16, unless otherwise noted 

Business and Professions Code (B&PC), Chapter 9, Division 2, unless otherwise noted 

Health and Safety Code (H&SC), Division 10, Uniform Controlled Substances Act 

Health and Safety Code (H&SC), Division 104, Part 5, Sherman Food, Drug and Cosmetic 
Laws 

United States Code of Federal Regulations (CFR), Title 21, Chapter II, Part 1300, Drug 
Enforcement Administration, Food and Drugs and Codified Controlled Substances Act 
(CSA) 
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California Board of Pharmacy 

1625 N. Market Blvd., Suite N219 

Sacramento, CA 95834 

Phone: (916) 574-7900 

Fax: ~ (916) 574-8618 

www.pharmacy.ca.gov 


Ctflij8rnitl Pharmacy Law may be obtained by 

contacting: . 

Law=Tech Publishing Co. 

1060 Calle Cordillera, Suite 105 

San Clements, CA 92673 

Phone: (800) 498-0911 Ext. 5 

www.lawtechpublishing.com 


Pharmacist Recovery Program 

Phone: (800) 522-9198 (24 hours a day) 


Prescriber Boards: 

Medical Board of California 

2005 Evergreen St., Suite 1200 

Sacramento, CA 95815 

Phone: (800) 633-2322 

Phone: (916) 263-2382 

Fax: ~ (916) 263-2944 

http://www.mbc.ca.gov 


Dental Board of California 

2005 Evergreen St., Suite 1550 

Sacramento, CA 95815 

Phone: (916) 263-2300 

Fax: ~ (916) 263-2140 

http://www.dbc.ca.gov 


Board of Registered Nursing 

1625 N. Market Blvd., Suite N217 

Sacramento, CA 95834 

Phone: (916) 322-7697 

Fax: ~ (916) 574-8637 

http://www.m.ca.gov/ 


Board of Optometry 

2420 Del Paso Road, Suite 255 

Sacramento, CA 95834 

Phone: (916) 575-7170 

Fax: ~ (916) 575-7292 

http://www.optometry.ca.gov/ 


Osteopathic Medical Board of California 

1300 National Drive, Suite 150 

Sacramento, CA 95834 

Phone: (916) 928-8390 

Fax: ~ (916) 928-8392 

http://www.ombc.ca.gov 


Physician Assistant Committee 

2005 Evergreen St., Suite 1100 

Sacramento, CA 95815 

Phone: (916) 561-8780 

fax: (916) 263-2671 

http://www.pac.ca.gov 


Board of Podiatric Medicine 

2005 Evergreen St., Suite 1300 

Sacramento, CA 95815 

Phone: (916) 263-2647 

Fax: ~ (916) 263-2651 

http://www.bpm.ca.gov 


Veterinary Medical Board 

2005 Evergreen St., Suite 2250 

Sacramento, CA 95815 

Phone: (916) 263-2610 

Fax: ~ (916) 263-2621 

http://www.vmb.ca.gov 
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Federal Agencies: 

Food and Drug Administration 

- Industry Compliance 

http://www.fda.gov/oc/industry/centerlinks.html 

#drugs 


The Drug Enforcement Administration may 

be contacted at 


DEA Website: 

http://www .deadiversion. usdoj .gov 

Online Registration - New Applicants: 

http://www .deadiversion. usdoj .gov/drugreg/reg_ 

apps/onlineforms _new .htm 

Online Registration - Renewal: 

www.deadiversion.usdoj.gov/drugreg/reg_apps/ 

onlineforms.htm 

Registration Changes (Forms): 

http://www .deadiversion. usdoj .gov /drugreg/chan 

ge _requests/index.html 

Online DEA 106 TheftILoss Reporting: 

https://www.deadiversion.usdoj.gov/webforms/a 

pp106Login.jsp 

Controlled Substance Ordering System 

(CSOS): http://www.deaecom.gov/ 


DEA Registration Support (all of CA): 

(800) 882-9539 


DEA - Los Angeles 

255 East Temple Street, 20th Floor 

Los Angeles~ CA 90012 

Registration: (888) 415-9822 or (213) 621-6960 

(Registration) 


Diversion or Investigation: (213) 621-6942 

(Diversion or Investigation) 


DEA - San Francisco 

450 Golden Gate Avenue, 14th Floor 

San Francisco, CA 94102 

Registration: (888) 304-3251 

Theft Reports or Diversion: (415) 436-7900 


DEA - Sacramento 

4328 Watt Avenue 

Sacramento, CA 95821 

Registration: (888) 304-3251 or (415) 436-7900 

(415) 436 7900 

Diversion or Investigation: (916) 480-7250 


DEA - Riverside 
4470 Olivewood Avenue 
Riverside, CA 92501-6210 

Registration: (888) 415-9822 or (213) 621-6960 


, (213) 621 6960 

Diversion or Investigation: (951) 328-6200 


DEA-Fresno 

2444 Main Street, Suite 240 

Fresno, CA 93721 

Registration: (888) 304-3251 or (415) 436-7900 

(415) 436 7900 

Diversion or Investigation: (559) 487-5406 


DEA - San Diego and Imperial Counties 
4560 Viewridge Avenue 
San Diego, CA 92123-1637 

Registration: (800) 284-1152 

Diversion or Investigation: (858) 616-4100 


DEA - Oakland 
1301 Clay Street, Suite 460N 
Oakland, CA 94612 

Registration: (888) 304-3251 

Diversion or Investigation: (510) 637-5600 


DEA - San Jose 
One North First Street, Suite 405 

San Jose, CA 95113 

Registration: (888) 304-3251 

Diversion or Investigation: (408) 291-2631 


DEA - Redding 

310 Hensted Drive, Suite 310 

Redding, CA 96002 

Registration: (888) 304-3251 or (415) 436-7900 

(415) 436 7900 

Diversion or Investigation: (530) 246-5043 


17M-26 (Rev. ~ 01111) Page 22 of22 DRICIRPH Initials ___ 

http:http://www.deaecom.gov
https://www.deadiversion.usdoj.gov/webforms/a
http://www
www.deadiversion.usdoj.gov/drugreg/reg_apps
http://www
http://www
http://www.fda.gov/oc/industry/centerlinks.html


D 
California State Board of Pharmacy 
1625 N. Market Blvd., Suite N219, Sacramento, CA 95834 
Phone: (916) 574-7900 Fax: (916) 574-8618 
GOVERNOR 
www.pharmaey.ca.l1;ov 

STATE AND CONSUMER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN. IR. ARNOLD SCHVVARZEI>II>IEGGER, 

COMMUNITY PHARMACY & HOSPITAL OUTPATIENT PHARMACY 

COMPOUNDING SELF-ASSESSMENT 


The California Code of Regulations section 1735.2 requires the pharmacist-in-charge of each pharmacy licensed 
under section 4037 or 4029 of the Business and Professions Code that compounds drug product~ to complete a 
self-assessment ofthe pharmacy's compliance. with federal and state pharmacy law. The assessment shall be 
performed before July 1 of every odd-numbered year. The pharmacist-in-charge must also complete a self­
self-assessment within 30 days whenever; (1) a new pharmacy permit has been issued, or (2) there is a change 
in the pharmacist-in-chargej or (3) there is a change in the licensed location of the pharmacy. The primary 
purpose of the self-assessment is to promote compliance throl,lgh self-examination and education. 

The self-assessment must be competed in entirety and may be completed online, printed and retained in the 
pharmacy. Do not copy a previous assessment. 

Nete: If a J:lespital pJ:larmaey E1ispel'1ses preseriptiel'1s fer eutpatiel'1t use, a CeFAFAul'1ity PJ:larFAaey &. loIespital 
Outpatiel'1t PJ:larFAaE"1 Cempeul'1E1il'1g Self AssessFAel'1t FAust ~e eeFApleteEi il'1 aElElitiel'1 te tJ:le loIespital PJ:larmae'l 
Self AssessmeRt. 

Each self-assessment must be kept on file in the pharmacy for three years after it is performed. 

Pharmacy Name: 

Address: _______________________________________ Phone: 

Ownership: 	 Sole Owner 0 Partnership 0 Corporation 0 LLC 0 

Non-Licensed Owner 0 Other (please specify) 0 ________--:-__________ 

Permit#: ______ Exp. Date:_____ Other Permit #: ______ Exp. Date: 

Licensed Sterile Compounding Permit # 	 Expiration: ___________________________ 

or Accredited by: 	 From: To: _________ 

DEA Registration #: ________________ Exp. Date: 	 Date of DEA Inventory: ________ 

Hours: Daily_____________ Sat______________ _ Sun. ______________ 24 Hours 

PIC: _________________________________ RPH# ________ Exp. Date: _____ 
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_____________ 

 _____________ 

_____________ 

_______ 

_______ 

_______ 

____________ 

____________ 

_____________ 

_____________ 

_____________ 

_______ 

_____________ 

_____________ 

Pharmacy Staff (pharmacists, intern pharmacists, pharmacy technicians assigned to compounding duties): 
(Please use an additional sheet if necessary) 

2. 

3. 


4. 


5. 


6. 


7. 


8. 


9. 


10. _____________________________ 

____________________________ 

11. 

12. 


13. 


14. _

15. 

16. 
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RPH # 

RPH#.

RPH # 

RPH # 

RPH # 

INT # _

INT # _

INT # _

TCH # 

TCH# 

TCH # 

TCH # 

TCH # 

TCH # 

TCH # 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 

Exp. Date: 
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COMMUNITY PHARMACY & HOSPITAL OUTPATIENT PHARMACY 
COMPOUNDING SELF-ASSESSMENT 

All references to the California Code of Regulations (CCR) are to Title 16 unless otherwise noted. 

Please mark the appropriate box for each question. If "NO", enter an explanation on "CORRECTIVE ACTION OR 
ACTION PLAN" lines at the end of the section. If more space is needed, you may add additional sheets. 

ALL COMPOUNDING Complete Sections 1 through 8. 

1. Definitions (CCR 1735 and 1735.1) 

Yes No N/A 


DDD The pharmacy compounds prescriptions as defined in CCR 1735. 


DDD 	 The compounding pharmacist understands the definitions of integrity, potency, quality and strength 
as defined in CCR 1735.1. 

2. Compounded Limitations and Requirements (CCR 1735.2) 

The pharmacy does not compound drug product prior to receipt of a valid prescription unless under 
the following conditions. (CCR 1735.2[a]) 

Yes No N/A 

DDD 	 The pharmacy prepares and stores a limited quantity of a compounded drug product in 
advance of receipt of a patient specific prescription solely in such quantity as is necessary to 
ensure continuity of care of an identified patient population as defined. (CCR 1735.2[b]) 

DDD 	 The pharmacy compounds a reasonable quantity of drug product that is furnished to a 
prescriber for office use upon prescriber order as allowed in CCR 1735.2 (c) that: 

• 	 Is sufficient for administration or application to patients in the prescriber's office or 
for distribution of not more than a 72-hour supply, (CCR 1735.2[c][1]) 

• 	 Is reasonable considering the intended use of the compounded medication and the 
nature of the prescriber's practice, (CCR 1735.2[c][2]) AND . 

• 	 Is an amount, which the pharmacy is capable of compounding in compliance with 
pharmaceutical standards for integrity, potency, quality and strength for any 
individual prescriber or for all prescribers taken as a whole. (CCR 1735.2[c][3]) 

DDD 	 The pharmacy does not compound medication until it has prepared a written master formula 
that includes the following elements (CCR 1735.2[d][1-6]): 

• 	 Active ingredients used. 

• 	 Inactive ingredients used. 

• 	 Process and/or procedure used to prepare the drug. 

. _______ .!. ____.Qual ity. [eyiewsJ.e_qui[e_d_aLeach.stepJ oJhe_pcepacatiorLofihe.d [Ug.___ _ _ __ . _ ... 

• Post-compounding process or procedures if required. 
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• ~xpiration dating requirements. 

Yes No N/A 

DOD The master formula for a drug product that is not routinely compounded by the pharmacy is 
recorded on the prescription document itself. (CCR 1735.2 [e]) 

DOD 	 All chemicals, bulk drug substances, drug products and other components for compounding are 
stored and used according to compendia and other applicable requirements to maintain their 
integrity, potency, quality and labeled strength. (CCR 1735.2 [g]) 

DOD 	 Compounded drug products are given an expiration date representing the date beyond which, in 
the professional judgment of the pharmacist performing or supervising the compounding, it should 
not be used. The "beyond use date" of the compounded drug product does not exceed 180 days 
from preparation or the shortest expiration date of any component in the compounded drug 
product, unless a longer date is supported by stability studies of finished drugs or compounded 
drug products using the same components and packaging. Shorter dating may be used if it is 
deemed appropriate in the professional judgment of the responsible pharmacist. (CCR 1735.2[h]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

3. Records of Compounded Drug Products (CCR 1735.3) 

Yes No N/A 


DOD A record for each compounded drug product includes the following (CCR 1735.3[a][1-10]): 


• 	 The master formula record. 

• 	 The date the drug product was compounded. 

• 	 The identity of the pharmacy personnel who compounded the drug product. 

• 	 The identity of the pharmacist reviewing the final drug product. 

• 	 The quantity of each component used in compounding the drug product. 

• 	 The manufacturer or supplier and lot number of each component. Exempt from this 
requirement are sterile drug products compounded on a one-time basis for administration 
within twenty-four hours to an inpatient in a health care facility licensed under section 1250 
of the Health and Safety Code. . 

• 	 The equipment used in compounding the drug product. 

• 	 The pharmacy assigned reference or lot number for the compounded drug product. 

• 	 The expiration date of the final compounded drug product. 

• The quantity or amount of drug product compounded. 

Yes No N/A 

DOD The pharmacy maintains records of the proper acquisition, storage, and destruction of chemicals, 
bulk drug substances, drug products and components used in compounding. (CCR 1735.3 [b]) 

DO [J ---Ghemieals,bulk-drug-substanees,-dfUg-produets,-andeempenentsusedte-compeund drug -­
products are obtained from reliable suppliers. (CCR 1735.3 [c]) 
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DDD The pharmacy acquires and retains any available certificates of purity or analysis for chemicals, 
bulk drug substances, drug products and components used in compounding. (This is not a 
requirement for drug products approved by the FDA.) (CCR 1735.3 [c]) 

DDD The pharmacy maintains and retains all records required in the pharmacy in a readily retrievable 
form for at least three years (CCR 1735.3 [d]). 

4. Labeling of Compounded Drug Products lCCR 1735.4) 

Yes No N/A 

DDD The label of the compounded drug product contains the generic name(s) of the principle active 
ingredient(s). (CCR 1735.4[a]) 

DDD 	 The prescription label contains all the information required in B&PC 4076 and is formatted in 
accordance with CCR 1707.5. (CCR 1735.4[a]) 

DDD 	 If requested by the patient. the prescription label is printed in 12-point typeface. (CCR 1707.5[a]) 

DDD The pharmacy is exempt from the prescription label requirements in CCR 1707.5. 
(B&PC 4075.4[d]) 

Exemption approved by the board from: ______ to: ________ 

DDD 	 The container or receipt contains a statement that the drug has been compounded by the 
pharmacy. (CCR 1735.4[b]) 

DDD 	 Drug products compounded into unit-dose containers that are too small or otherwise impractical for 
full compliance with the requirements of [a] and [b] are labeled with at least the name(s) of the 
active ingredient(s), concentration of strength, volume or weight, pharmacy reference or lot 
number, and expiration date. (CCR 1735.4[c]) 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

5. Compounding Policies and Procedures lCCR 1735.5) 

Yes No N/A 

DDD The pharmacy maintains a written policy and procedure manual for compounding that establishes 
the following (CCR 1735.5 [a]): 

• Procurement procedures .. 

• Methodologies for the formulation and compounding of drugs. 

• Facilities and equipment cleaning, maintenance and operations. 

• Other standard operating procedures related to compounding. 

D D D The policy and procedure manual is reviewed on an annual basis by the pharmacist-in-charge and 
- -is updated-whenever changes-in process are implemented. (CCR-1-"735:5[b]) ------ -----­
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Yes No N/A 

DDD The policy and procedure manual includes procedures for notifying staff assigned to compounding 
duties of any changes in process or to the policy and procedure manual. (CCR 1735.5[c][1]) 

DDD 	 The manual includes documentation of a plan for recall of a dispensed compounded drug product 
where subsequent verification demonstrates the potential for adverse effects with continued use of 
a compounded drug product. (CCR 1735.5[c][2]) 

DDD 	 The manual includes procedures for maintaining, storing, calibrating, cleaning and disinfecting 
equipment used in compounding and for training on these procedures. (CCR 1735.5[c][3]) 

DDD 	 The manual includes documentation on the methodology used to test integrity, potency, quality and 
labeled strength of compounded drug products. (CCR 1735.5[c][4]) 

DDD 	 The manual includes documentation of the methodology used to determine appropriate expiration 
dates for compounded drug products. (CCR 1735.5[c][5]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

6. Compounding Facilities and Equipment (CCR 1735.6) 

Yes No N/A 

DDD The pharmacy maintains written documentation regarding the facilities and equipment necessary 
for safe and accurate compounded drug products to include records of certification of facilities or 
equipment, if applicable. (CCR 1735.6[a]) 

DDD All equipment used to compound drug products is stored, used and maintained in accordance with 
manufacturers' specifications. (CCR 1735.6[b]) 

DDD All equipment used to compound drug products is calibrated prior to use to ensure accuracy. 
(CCR 1735.6[c]) 

DOD Documentation of each calibration is recorded in writing and maintained and retained in the 
pharmacy. (CCR 1735.6[c]) 


CORRECTIVE ACTION OR ACTION PLAN: _____________________ 


7. Training of Compounding Staff (CCR 1735.7) 

Yes No N/A 


DOD The pharmacy maintains written documentation sufficient to demonstrate that pharmacy personnel 

have the skills and training required to properly and accurately perform assigned responsibilities 

relating to compounding. (CCR 1735.7[a]) 


--D DD ----+hepharmacy-develeps-and-maintains an-on-goingcompetency-evaluation process for-pharmacy -- -- ­
personnel involved in compounding. (CCR 1735.7[b]) 
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Yes No N/A 

DOD Documentation on any and all such training for pharmacy personnel is maintained. 
(CCR 1735.7[bD 

DOD 	 Pharmacy personnel assigned to compounding duties demonstrate knowledge about processes 
and procedures used in compounding prior to compounding any drug product. (CCR 1735.7[cD 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

8. Compounding Quality Assurance (CCR 1735.8) 

Yes No N/A 

DOD The pharmacy maintains as part of its written policies and procedures, a written quality assurance 
plan to monitor and ensure the integrity, potency, quality and labeled strength of compounded drug 
products. (CCR 1735.8[aD 

DOD 	 The pharmacy's quality assurance plan includes the written procedures and standards for the 
following: 

• 	 Verification, monitoring and review of the adequacy of the compounding processes as well 
as documentation of review of those processes by qualified pharmacy personnel. 
(CCR 1735.8[bD 

• 	 Qualitative and quantitative integrity, potency, quality and labeled strength analYSis of 
compounded drug products. (CCR 1735.8[cD 

• 	 Such reports are retained by the pharmacy and collated with the compounding record and 
master formula. (CCR 1735.8[cD 

• 	 Scheduled action in the event any compounded drug product is ever discovered to be below 
minimum standards for integrity, potency, quality or labeled strength. (CCR 1735.8[dD 

(Continued on Next Page) 
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COMPOUNDING STERILE INJECTABLE DRUGS 

Does the pharmacy compound sterile injectable drugs? DYes o No 

If yes, complete Sections 9 through 19. 

9. 	 FOR PHARMACIES THAT COMPOUND STERILE INJECTABLE DRUGS: Permit or Accreditation 

Yes No N/A 

DOD The pharmacy Pharmacy has a board issued Licensed Sterile Compounding permit or has current 
accreditation from the Joint Commission on Accreditation of Healthcare Organizations, or other 
board approved accreditation agency. (B&PC 4127.1[a] and 4127.1[d]) 

LSC # _________ OR 

Name of accreditation agency _______________ 

10.9. 	Compounding Drug for Other Pharmacy for Parenteral Therapy (B&PC 4123) 

Yes No N/A 

DOD The pharmacy contracts to compound a drug for parenteral therapy, pursuant to a prescription, for 
delivery to another pharmacy. 

• 	 The contractual arrangement is reported to the board within 30 days of commencing that 
compounding. 

11. 4Q...Sterile Injectable Compounding; Compounding Area (CCR 1751) 

Yes No N/A 

DOD If the pharmacy compounds sterile injectable drugs from a nonsterile source, the pharmacy has a 
designated area or cleanroom for the preparation of sterile products that has one the following: 

• 	 An ISO class 5 laminar airflow hood within an ISO class 7 cleanroom. A positive air 
pressure differential in the cleanroom that is relative to adjacent areas; (B&PC 4127.7[a]) 

• 	 An ISO class 5 cleanroom (B&PC 4127.7[b]) 

• 	 A barrier isolator that provides an ISO class 5 environment for compounding. 
(B&PC 4127.7[c]) 

DOD 	 The cleanroom walls, ceiling and floors are made of non-porous, cleanable surfaces and the room 
is well ventilated (CCR 1751) 

• 	 The laminar airflow hoods and clean room are certified annually; (CCR 1751) 

• 	 Supplies are stored in a manner, which maintains integrity of an aseptic environment; 
(CCR 1751) 

• 
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• 	 A refrigerator of sufficient capacity to meet the storage requirements for all material 
requiring refrigeration. (CCR 1751) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

12. 44. Sterile Injectable Recordkeeping Requirements. (eeR 1751.1) 

Yes No N/A 

DDD Pharmacy records are made and keptjor sterile injectable products produced for future use 
(pursuant to section 1735.2), in addition to record requirements of section 1735.3, contain the 
name, lot number, amount, and date on which the products were provided to a prescriber. 
(CCR 1751.1[a]) 

DDD Records for sterile products compounded from one or more non-sterile ingredients are made and 
kept and contain the following: (CCR 1751.1 [b][1-6]) 

• The training and competency evaluation. of employees in sterile product procedures; 

• Refrigerator and freezer temperatures; 

• Certification of the sterile compounding environment; 

• Other facility quality control logs specific to the pharmacy's policies and procedures ~ 
~cleaning logs for facilities and equipment); 

• Inspection for expired or recalled pharmaceutical products or raw ingredients; and 

• Preparation records including the master work sheet, the preparation work sheet, and 
records of end-product evaluation results. 

DDD The pharmacy maintains and retains all records required in the pharmacy in a readily retrievable 
form for at least three years from the date the record was created. (CCR 1751.1 [c]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

13. 42. Sterile Injectable Labeling Requirements (eeR 1751.2) 

Yes No N/A 

DDD In addition to the labeling information required under Business and Professions Code section 4076 
and 46-CCR 1735.4, the pharmacy's compounded sterile injectable product labels contain: 
(CCR 1751.2[a-d]) 

• 	 Telephone number of the pharmacy, unless dispensed for a hospital in-patient; 

• 	 Name and concentrations of ingredients contained in the product; 

• Instructions for storage and handling; and 

---:!--- -Aspecial-label-that-states"ehemotherapy-,-Sisposeof-Properly"--for ali-cytotoxic agents;-- - ­
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CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

14. 43. Sterile Injectable Policies and Procedures (CCR 1751.3) 

Yes No N/A 

DOD The pharmacy has a written manual documenting the policies and procedures associated with the 
preparation and dispensing of sterile injectable products and, in addition to the elements required 
by section 1735.5, includes: (CCR 1751.2[a][1-7]) 

• 	 Compounding, filling, and labeling of sterile injectable compounds; 

• 	 Labeling of the sterile injectable product based on the intended route of administration and 
recommended rate of administration; 

• 	 Equipment and supplies; 

• 	 Training of staff in preparation of sterile injectable products; 

• 	 Training of patient and/or caregiver in the administration of compounded sterile injectable 
products; 

• 	 Procedures for the handling and disposal of cytotoxic agents; 

• 	 Quality assurance program; and 

• 	 Record keeping requirements. 

DOD 	 Ingredients and compounding process for each preparation is determined in writing and reviewed 
by a pharmacist before compounding begins. (CCR 1751.3[b]) 

DOD 	 Policies and procedures address the disposal of infectious materials and/or materials containing 
cytotoxic residues and include cleanup of spills in conformance with local health jurisdictions. 
(CCR 1751.3 [c]) 

DOD 	 If compounding sterile injectable products from one or more non-sterile ingredients, the pharmacy 
has written pOlicies and procedures that comply with the following: (CCR 1751.3[d][1-3]) 

• 	 Policies and procedures are immediately available to all compounding personnel and 
board inspectors (CCR 1751.3[d][1]); and 

• 	 All compounding personnel have read the policies and procedures, any additions, 
revisions, and deletions before compounding. (CCR 1751.3 [d][2]) 

DOD 	 Policies and procedures address the following: (CCR 1751.3 [d][3] [A-K]) 

• 	 Competency evaluation; 

• 	 Storage and handling of products and supplies; 

• 	 Storage and delivery of final products; 

• 	 Process validation; 

• 	 Personnel access and movement of materials into and near the controlled area; 

~ -~. . ~---u se-al"1d~mail"1tel"1al"1ce-of~environmel"1tal-col"1troldevices-used~to-create~thecritical area-for ~ .. 
manipulation of sterile products (e.g., laminar-airflow workstations, biological safety 
cabinets, class 100 clean rooms, and barrier isolator workstations; 
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• 	 A regular cleaning schedule for the controlled area and any equipment in the controlled 
area and, the alternation of disinfectants. Pharmacies subject to an institutional infection 
control policy mayfollow that policy as it relates to cleaning schedules; 

• 	 Disposal of packaging materials, used syringes, containers, and needles to enhance 
sanitation and avoid accumulation in the controlled area; 

• 	 For sterile batch compounding, written policies and procedures for the use of master 
formulas and work sheets and for appropriate documentation; 

• 	 Sterilization; and 

• 	 End-product evaluation and testing. 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

15.44. Facilitv & Equipment Standards for Sterile Injectable Compounding (CCR 1751.4) 

Yes No N/A 

DOD The compounding environment meets criteria specified in the pharmacy's written policies and 
procedures for safe compounding of sterile injectable drugs. (CCR 1751.4[a]) 

DOD 	 Only those who are properly attired pursuant to (CCR 1751.5) are allowed in the clean room during 
the preparation of sterile injectable products. (CCR 1751.4[b]) 

DOD 	 All equipment used in the designated area or cleanroom is made of easily cleaned and disinfected 
material. (CCR 1751.4[c]) 

DOD 	 Exterior workbench surfaces and other hard surfaces in the designated area, such as walls, floors, 
ceilings, shelves, tables, and stools are disinfected weekly and after any unanticipated event that 
could increase risk of contamination (CCR 1751.4[d]) 

DOD 	 The preparation of parenteral cytotoxic agents is done in accordance with Section 505.12.1 of 
Title 24, Chapter 5, of the California Code of Regulations and includes: (CCR 1751.4[e]) 

• 	 A laminar airflow hood, which is certified annually. 

• 	 Certification records are maintained for at least three years. 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

16.4S. Sterile Injectable Compounding Attire (CCR 1751.5) 

Yes No N/A 

DOD 	 When preparing cytotoxic agents, gowns and gloves are worn.(CCR 1751.5[a]) 
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--- ----- ----- --- --- --------

• 	 Individuals in the cleanroom wear a low-shedding coverall, head cover, face mask, and 
shoe covers; (CCR 17S1.S[b][1]) 

• 	 No hand, finger, or wrist jewelry is worn or if the jewelry cannot be removed, it is cleaned 
and covered with a sterile glove; (CCR 17S1.S[b][3]) 

• 	 Head and facial hair is kept out of critical area or covered (CCR 17S1.S[b][4]); and 

• 	 Gloves of low-shedding material are worn. (CCR 17S1.S[b][S]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

17.46. Training of Sterile Injectable Compounding Staff, Patient. and Caregiver (CCR 1751.6) 

Yes No N/A 

ODD Consultation is available to the patient and/or primary caregiver concerning proper use of sterile 
injectable products and related supplies furnished by the pharmacy. (CCR 17S1.6[a]) 

ODD 	 The pharmacist-in-charge ensures that all pharmacy personnel engaging in compounding sterile 
injectable drug products has training and demonstrated competence in the safe handling of those 
products, including cytotoxic agents if the pharmacy compounds such agents. (CCR 17S1.6[b]) 

DOD 	 Records of training and demonstrated competence are available for each individual and are 
retained for three years beyond the employment period. (CCR 17S1.6[c]) 

ODD 	 The pharmacist-in-charge ensures the continuing competence of pharmacy personnel engaged in 
compounding sterile injectable products. (CCR 17S1.6[d]) 

ODD 	 When compounding sterile products from one or more non-sterile ingredients, the pharmacy 
complies with the following training requirements: (CCR 17S1.6[e]) 

DOD 	 The pharmacy follows a written program of training and performance evaluation designed to ensure 
that each person working in the designated area has the knowledge and skills necessary to 
perform their assigned tasks properly. This program of training and performance evaluation 
addresses the following: (CCR 17S1.6[e][1][A-J]) 

• 	 Aseptic technique; 

• 	 Pharmaceutical calculations and terminology; 

• 	 Sterile product compounding documentation; 

• 	 Quality assurance procedures; 

• 	 Aseptic preparation procedures; 

• 	 Proper gowning and gloving technique; 

• 	 General conduct in the controlled area; 

• 	 Cleaning, sanitizing, and maintaining equipment used in the controlled area; 

• 	 Sterilization techniques; and 

• 	 Container, equipment, and closure system selection . 

Yes No N/A 
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DOD Each person assigned to the controlled area successfully completes practical skills training in 
aseptic technique and aseptic area practices. (CCR 1751.6[e][2]) 

• 	 Evaluation includes written testing and a written protocol of periodic routine performance 
checks involving adherence to aseptic area policies and procedures. (CCR 1751.6[e][2]) 

• 	 Each person's proficiency and continuing training is reassessed every 12 months. 
(CCR 1751.6[e][2]) 

• 	 Results of these assessments are documented and retained in the pharmacy for three 
years. (CCR 1751.6[e][2]) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

18.4+. Sterile Injectable Compounding Quality Assurance and Process Validation (CCR 1751.7) 

Yes No N/A 

DOD 	 There is a written, documented, ongoing quality assurance program maintained by the pharmacy 
that monitors personnel performance, equipment, and facilities, and the pharmacist-in--charge 
assures that the end-product meets the required specifications by periodic sampling. 
(CCR 1751.7[a]) 

DOD 	 The Quality Assurance Program contains at least the following: (CCR 1751.7[a][1-4]) 

• 	 Cleaning and sanitization of the parenteral medication preparation area; 

. • 	 The storage of compounded sterile injectable products in the pharmacy and periodic 
documentation of refrigerator temperature; 

• 	 Actions to be taken in the event of a drug recall; and 

• 	 Written justification of the chosen expiration dates for compounded sterile injectable 
products in accordance with CCR 1735.2[h]). 

DOD 	 Each individual involved in the preparation of sterile injectable products successfully completes a 
validation process on technique before being allowed to prepare sterile injectable products. 
(CCR 1751.7[b]) 

• 	 The validation process is carried out in the same manner as normal production, except that 
an appropriate microbiological growth medium is used in place of the actual product used 
during sterile preparation. (CCR 1751. 7[b]) 

• 	 The validation process is representative of all types of manipulations, products and batch 
sizes the individual is expected to prepare. (CCR 1751.7[b]) 

• 	 The same personnel, procedures, equipment, and materials are involved. (CCR 1751.7[b]) 

• 	 Completed medium samples are incubated. (CCR 1751.7[b]) 

• 	 If microbial growth is detected, the sterile preparation process is evaluated, corrective 
action taken, and the validation process is repeated. (CCR 1751.7[b]) 
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• 	 Personnel competency is revalidated and documented at least every 12 months, whenever 
the quality assurance program yields an unacceptable result, when the compounding 
process changes, equipment used in the compounding of sterile injectable drug products is 
repaired or replaced, the facility is modified in a manner that affects airflow or traffic 
patterns, or whenever aseptic techniques are observed. (CCR 1751.7[b]) 

Yes No N/A 

DOD 	 Batch produced sterile injectable drug products compounded from one or more non-sterile 
ingredients are subject to documented end product testing for sterility and pyrogens and are 
quarantined until the end product testing confirms sterility and acceptable levels of pyrogens. 
(CCR 1751.7[c]) 

CORRECTIVE ACTION OR ACTION PLAN: ______________________ 

19.!J.8.. 	Sterile Injectable Compounding Reference Materials (CCR 1751.8) 

Yes No N/A 

DOD Current and appropriate reference materials regarding the compounding of sterile injectable 
products are maintained or immediately available to the pharmacy. (CCR 1751.8) 

CORRECTIVE ACTION OR ACTION PLAN: _____________________ 

PHARMACIST -IN-CHARGE CERTIFICATION: 

I, (Please print) , RPH # hereby certify that I 
have completed the self-assessment of this pharmacy of which I am the pharmacist-in-charge. Any deficiency 
identified herein will be corrected. I understand that all responses are subject to verification by the Board of 
Pharmacy. I further state under penalty of perjury of the laws of the State of California that the information 
contained I have provided in this self-assessment form is true and correct. 

Signature 	 Date 

ACKNOWLEDGEMENT BY OWNER OR HOSPITAL ADMINISTRATOR: 

I. (please print) , hereby certify under penalty of perjury of the laws of the 
State of California that I have read and reviewed this completed self-assessment. I understand that failure to 
correct any deficiency identified in this self-assessment could result in the revocation of the pharmacy's license 
issued by the California State Board of Pharmacy. 

Signature 	 Date 

(Pharmacist-in-Charge) 

17M 39 (Rev. 01/10) 
PIC 

17M-39 (Rev. 01/11) 14 of 14 Initials 
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Carolyn Klein 

From: Virginia K. Herold 
Sent: Tuesday, March 15, 2011 1:16 PM 
To: 'Williamblair@mcguff.com' 
Cc: Carolyn Klein 
Subject: Re: Comments on Proposed Action to Modify Title 16 of CCR 
Thank you. 

From: William Blair <Williamblair@mcguff.com> 
To: Virginia K. Herold 
Sent: Tue Mar 15 11:02:24 2011 
Subject: Comments on Proposed Action to Modify Title 16 of CCR  

Dear Ms. Herold, 

Following are comments on, “The Board of Pharmacy has released a Notice of 
Proposed Action to Modify Title 16 of the California Code of Regulations 
beginning with section 1715 related to self-assessments of pharmacies and 
wholesalers.” 

I have attached a screen shot of the section that I am commenting on. 

The two proposed additions to Labeling of Compounded Drug Products (CCR 1735.4) do not refer to the 
labeling of the compounded drug product and should be removed. 

The two proposed additions belong only in the Community Pharmacy Self-assessment Hospital 
Outpatient Pharmacy Self-Assessment – not in the Compounding Self-assessment. 

3/15/2011
 

mailto:Williamblair@mcguff.com
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Placing the reference to the patient label in the section that refers to the productt label confuses the product labeling requirements and should be 
excluded. 

Very best wishes, 

Director of Pharmacy Services 
McGuff Compounding Pharmacy Services, Inc. 
2921 W. MacArthur Blvd., Ste. 142 
Santa Ana, CA 92704 
Telephone: 877-444-1133 
Fax: 714-438-0520 
email: williamblair@mcguff.com 

PRIVACY AND CONFIDENTIALITY NOTICE: 
The information contained in this email transmission, and any accompany document(s), is confidential and private, and contain confidential information 
belonging to the sender, which is legally privileged. The information is intended only for the use of the individual or entity named above. If you are not 
the intended recipient, employee or agent responsible for delivering this transmission, beware that any unauthorized disclosure, copying, distribution or 
use of the contents of this electronic information is prohibited.  If you have received this email in error please notify the sender and system manager 
immediately. Any views or opinions presented in this email are solely those of the author and do not necessarily represent those of McGuff Company 
or any of its subsidiaries. Finally, the recipient should check this email and any attachments for the presence of viruses. McGuff Company accepts no 
liability for any damage caused by any virus transmitted by this email. 

3/15/2011
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Carolyn Klein 

From: Dave Halterman [Dave.Halterman@stjoe.org] 
Sent: Wednesday, March 16, 2011 4:01 PM 
To: Carolyn Klein 
Cc: Linda Johnson; patihalt@yahoo.com 
Subject: Comments regarding Self Assessments 
Carolyn, 

Per our phone conversation earlier today, here are my comments regarding the proposed changes to Title 
16, California Code of Regulations Beginning with Section 1715. 

As noted in the Notice of Proposed Action, one of the primary purposes for the changes is to better clarify 
that hospitals that engage in the dispensing of drugs need to complete both forms 17M-13 and 17M-14 
and, further, that other changes are being made to remove duplication of items between assessments 
(e.g. the compounding regulations), I would like to offer the following comments: 

 Section 21 of form 17M-14 references “Discharge Medication/Consultation Services”. While 
the first line item under that section would apply to a hospital, the remaining items either are 
poorly worded (ambiguous) so that their meaning is not clear, or would only apply to a 
hospital providing outpatient dispensing services which would be covered under the proposed 
revised form 17M-13. I will address these below: 
o	 Line item 2 states “Prescriptions are transmitted to another pharmacy as required by law. 

(B&PC 4072, CCR 1717[f], 1717.4). Using the word ‘another’ implies that the prescription 
will be transferred between two pharmacies. However B&PC 4072 actually references 
any appropriate heath care provider transmitting the prescription and, I believe, is the 
basis for the intent of this particular item. If the word ‘a’ was substituted for ‘another’ it 
would more accurately reflect the cited references. 

o	 Line items 3 – 6 and 8-12 are specifically referencing packaging and labeling 
requirements of outpatient prescriptions. Since a hospital can only package an outpatient 
prescription if it has an Outpatient Hospital Pharmacy, the hospital will be required to 
complete form 17M-13. If that is the case, these exact line items are in that form and this 
would be duplicative work. If the intent of these items is to also apply to Emergency 
Room Dispensing, this information is already covered in section 20 of form 17M-14 and is 
also duplicative. Either way, there is no point in these line items on this form as any 
hospital that would answer them ‘Yes’ would have to answer them on another form and if 
they answer them ‘N/A’, it will be N/A for all of them because the service is not even 
within the scope of the hospital pharmacy. 

o	 Line item 5 is completely garbled. 
o	 Line item 7: “Appropriate drug warnings are provided orally or in writing. (B&PC 4074, 

CCR 1744)” is appropriate based on the articles cited, but is vague and, in my opinion, 
would be better worded to reflect section 4074(d): “A health facility shall establish and 
implement a written policy to ensure that each patient shall receive information regarding 
each medication given at the time of discharge…” 

	 Section 23, Policies and Procedures. The final bullet point, which is a new addition, 
references a prescription container and its labeling as it pertains to language requirements. 
Again, this is a duplicative entry if the pharmacy has to fill out 17M-13 (it has been added to 
17M-13 in the exact same format) and if they do not have to fill out that form, because they 
have no outpatient pharmacy services, the regulation cited does not apply and the line item is 
unnecessary. This is not to argue that a language requirement is not needed, only that the 
cited reference (1707.5) does not appear to be the appropriate one for an inpatient facility. 

My thanks for allowing me to comment on the proposed changes and for the time you have taken in 
reviewing these comments. I appreciate this small opportunity to enhance the practice of pharmacy and 
am available for any questions or follow up. My contact information is listed below. 

Thanks again, 

Dave 

3/16/2011
 

mailto:patihalt@yahoo.com
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Page 2 of 2 

Dave Halterman, Pharm.D. 
Director of Pharmacy 
Mission Hospital Regional Medical Center 
Mission Viejo, CA 
(949) 365-2137 

Notice from St. Joseph Health System: 

Please note that the information contained in this message may be privileged and confidential and protected from disclosure.
 

3/16/2011
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Carolyn Klein 

From: Singh, Narinder [Narinder.Singh@hhs.sccgov.org] 
Sent: Sunday, April 24, 2011 12:56 PM 
To: Carolyn Klein 
Subject: FW: Comments on "Pharmacy Self-Assessment" Document 

Dear Carolyn, 

I am proposing the following addition to “Pharmacist‐in‐Charge” Section of ALL the Self‐
Assessment Documents. See my proposal in underlined red text 

I truly believe that the pharmacist‐in‐charge MUST have adequate skills, knowledge and 
training to be successful in assuring compliance. Please feel free to contact me for any 
questions or comments. 

Thank you, 

Narinder Singh, PharmD, MBA
 
Pharmacy Director,
 
Santa Clara Valley Medical Center,
 
751 S Bascom Ave,
 
San Jose, CA – 95128
 
Cell Phone: (408) 687‐1162
 
Narinder.Singh@hhs.sccgov.org 

================================================================================ 

Pharmacist‐in‐Charge (PIC) 

Yes No N/A 
   The pharmacy has a PIC who is responsible for the daily operation of the 

pharmacy. (B&PC 4101, 4113, 4305, 4330, CCR 709, 1709.1) 

   The PIC has adequate skills, knowledge, training and authority to assure 
the pharmacy's compliance with laws governing the operation of a 
pharmacy (CCR 1709.2[b]) 

   Is the PIC in charge of another pharmacy? 
If yes, the pharmacies are within 50 driving distance miles of each 

other. (CCR 1709.1[c]) 
If yes, name of other pharmacy ‐‐‐‐‐‐‐‐‐‐‐‐'‐‐‐‐‐‐‐‐‐‐‐‐ 

   Any change of PIC is reported by the pharmacy and the departing PIC to 
the board in writing within 30 days. (B&PC 4101, 4330) 

   Is the PIC serving concurrently as the designated representative‐in‐charge 
for a wholesaler or veterinary food‐animal retailer? (CCR 1709.1 [d]) 

If yes, name the wholesaler or veterinary food‐animal retailer. ‐‐‐‐‐

CORRECTIVE ACTION OR ACTION 
PLAN:_______________________________________________________ _____ 

4/25/2011 

mailto:Narinder.Singh@hhs.sccgov.org
mailto:Narinder.Singh@hhs.sccgov.org
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NOTICE: This email message and/or its attachments
may contain information that is confidential or restricted.
It is intended only for the individuals named as recipients
in the message. If you are NOT an authorized recipient,
you are prohibited from using, delivering, distributing,
printing, copying, or disclosing the message or content to
others and must delete the message from your computer.
If you have received this message in error, please notify
the sender by return email. 

4/25/2011
 



   

 

   
           
                 

 
 

 

 
 

 
 

  

  

  

 

  
 

 

  

  
 

 
 

 
    

  
      

         

 




 














 

Comment: Z2011‐0301‐11 
16 CCR 1715, 1735.2, 1751, 1784 
45‐Day Comment Period: March 11 – April 25, 2011 

From: Steve.W.Gray@kp.org [mailto:Steve.W.Gray@kp.org]  
Sent: Tuesday, April 19, 2011 3:24 PM 
To: Robert N. Ratcliff 
Cc: Virginia K. Herold 
Subject: Self Assessment Forms 
Importance: High 

Bob 
As discussed (often) it would be much better for PICs, Regulators and those of us that get all the 
questions regarding how to complete the Self-Assessment forms if there were some format 
changes, like...: 
1. Use and "outline" form through out so that every topic has a reference number/indicator.  For 

example:
 
In the section labeled "24. Compounding Sterile Injectable Drugs", there is a subsection "a. 

"compoundingArea for Parenteral Solutions" and that is good.  However, below in subsection "a." 

are several boxes next to questions or statements that are  labeled "Yes No and N/A".  Each of 

these questions/statements should also be numbered in some manners.  Perhaps by  a hierarchy 

like "I.", "A." "1." "a."  etc. Then when someone calls we could drill down to the specific 

question/statement very quickly.
 
2. Just as impoortant, every question/statement should have its own set of boxes.  In section 
#23. there are many statements regarding policies and procedures that cannot be answered by 
the one set of boxes next to the topic phrase "There are written policies and procedures in place 
for:" For example, our outpatient pharmacies do not do immunization so that would "N/A" but 
we have policies and procedures for the next two statements regarding impaired licensees or 
theft and diversion.  Then it is an "N/A" again for the "Oral consultation for inpatient facility..".  I 
am looking at a Self-assessment form that has all three boxes checked for #23.  Technically it is 
correct for topic #23 but it does not make sense. 
This is all very, very much needed if the Board proceeds with wanting owners or their officially 
designated representatives to sign these forms. 

Steven W Gray, PharmD, JD 
Kaiser Permanente, California Pharmacy Regulatory Compliance and Professional Affairs Leader 

NOTICE TO RECIPIENT:  If you are not the intended recipient of this e-mail, you are prohibited from sharing, copying, or 
otherwise using or disclosing its contents.  If you have received this e-mail in error, please notify the sender immediately by reply 
e-mail and permanently delete this e-mail and any attachments without reading, forwarding or saving them.  Thank you. 

mailto:mailto:Steve.W.Gray@kp.org
mailto:Steve.W.Gray@kp.org


 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 


Attachment 2 




Title 16. Board of Pharmacy 

Proposed Modified Language 

To Amend Section 1732.2. of Article 4 of Division 17 of Title 16 of the 
California Code of Regulations to read as follows: 

1732.2. Board Accredited Continuing Education 

(a) Individuals may petition the board to allow continuing education credit hours 

for specific coursework which is not offered by a provider but meets the standards 

of Section i732.3. 

(b) Notwithstanding subdivision (a) of this section, coursework which meets the 

standard of relevance to pharmacy practice and has been approved for continuing 

education by the Medical Board of California, the California Board of Podiatric 

Medicine, the California Board of Registered Nursing or the Dental Board of 

California shall, upon satisfactory completion, be considered approved continuing 

education for pharmacists. 

Cc) A pharmacist serving on a designated subcommittee of the board for the 

purpose of developing the California Practice Standards and Jurisprudence 

Examination for pharmacists pursuant to section 4200.2 of the Business and 

Professions Code may annually be awarded up to six hours of continuing education 

hours for conducting a review of exam test questions. A subcommittee member 

shall not receive continuing education hours pursuant to this subdivision if that 

subcommittee member requests reimbursement from the board for time spent 

conducting a review of exam test questions. 

Cd) A pharmacist or pharmacy technician who attends a full day board meeting 

may be awarded up to six hours of continuing education on an annual basis. The 

board shall designate on its public agenda which day shall be eligible for continuing 

Changes made to the regulatory text noticed on October 8,2010, are indicated as follows: 

Deletions to the regulatory text are indicated by double strike-through, thus: 5le!l€lt€l51la~glHlgil. 

Additions to the regulatory text are indicated by a double underline, thus: added language. 
Page 1 of 2 



education credit. A pharmacist or pharmacy technician requesting continuing 

education hours pursuant to this subdivision must sign in and out on an attendance 

sheet at the board meeting that requires the individual to provide his or her first 

and last name, license number, time of arrival and time of departure from the 

meeting. 

ee) A pharmacist or pharmacy technician who attends a full committee meeting of 

the board may be awarded up to two hours of continuing education on an annual 

basis. A maximum of four continuing education hours may be earned each year by 

attending the full meetings of two different board committees. A pharmacist or 

pharmacy technician requesting continuing education hours pursuant to this. 

subdivision must sign in and out on an attendance sheet at the committee meeting 

that requires the individual to provide his or her first and last name, license 

number, time of arrival and time of departure from the meeting. 

(f) /\ F3narmaeist !N~a eamF3letes t~e P~armaeist Self AssessmeAt ~qe6~aAism 

(P5A~q) aamiAist:erea tAraU!3~ t~e Nat:iaAal /\ssaeiatiaA af Baaras af PAarFAae;'(, FAa), 

1ge awarsea uF3 ta 8i~( ~aurs af 6aAtiAuiA§ eelueatiaA. 

(f) ~ An individual may be awarded three hours of continuing education for 

successfully passing the examination administered by the Commission for 

Certification in Geriatric Pharmacy. 

Note: Authority cited: Section 4005, Busine·ss and Professions Code. 
Reference: Sections 4200.2, 4202, 4231 and 4232, Business and Professions Code. 

Changes made to the regulatory text noticed on October 8,2010, are indicated as follows: 

Deletions to the regulatory text are indicated by double strike-through, thus: ~~I~t~~ la~gSlag~. 
Additions to the regulatory text are indicated by a double underline, thus: added language. 
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Title 16. Board of Pharmacy
 
Proposed Language 


To Amend 1793.5. in Article 11 of Division 17 of Title 16 of the California Code of 
Regulations to read as follows: 

§ 1793.5. Pharmacy Technician Application. 


The application for a pharmacy technician license (Form 17A-5 (Rev. 9/94 01/11)) 


required by this section is available from the Board of Pharmacy upon request. 


(a) Each application for registration as a pharmacy technician license shall include: 

(1) Information sufficient to identify the applicant. 

(2) A description of the applicant's qualifications and supporting documentation for those 

qualifications. 

(3) A criminal background check that will require submission of fingerprints in a manner 

specified by the board and the fee authorized in Penal Code section 11105(e). In 

addition, a signed statement whether the applicant has ever been convicted of or pled 

no contest to a violation of any law of a foreign country, the United States, any state, or 

local ordinance. 

 (4) A sealed, original Self-Query from the National Practitioner Data Bank - Healthcare 

Integrity and Protection Data Bank (NPDB-HIPDB) dated no earlier than 60 days of the 

date an application is submitted to the board.

 (b) The applicant shall sign the application under penalty of perjury and shall submit it 

to the Board of Pharmacy. 

Board of Pharmacy – Proposal to Amend Section 1793.5 Page 1 of 2 



                 
                     

 

 

         
         

 (c) The board shall notify the applicant within 30 days if an application is deficient; and 

what is needed to correct the deficiency. Once the application is complete, and upon 

completion of any investigation conducted pursuant to section 4207 of the Business and 

Professions Code, the board will notify the applicant within 60 days of a license 

decision. 

(d) Before expiration of a pharmacy technician license, a pharmacy technician must 

renew that license by payment of the fee specified in Section 1749, subdivision (c)  

subdivision (r) of section 4400 of the Business and Professions Code. 

Note: Authority cited: Sections 163.5, 4005, 4007, 4038, 4115, and 4202, 4207, and 
4400 Business and Professions Code. Reference: Sections 163.5, 4005, 4007, 4038, 
4115, and 4202, 4207, 4402, and 4400 Business and Professions Code, Section 11105 
of the Penal Code, and sections 1706.2. and 1793.6. of Title 16 of the California Code 
of Regulations. 

Text approved by the Board on October 20, 2010 
NOT YET NOTICED FOR PUBLIC COMMENT. Page 2 of 2 



                               

 

 

                                                      

                                    

                                                                                                                                    

                                                                                                                                    

                                                                                 

 

 

                                                                                                                                                     
                                                            

           

   

 
 

        

        

 

                                             
 

 

 

California State Board of Pharmacy 
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUM ER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

GOVERNOR EDMUND G. BROWN, JR.  

APPLICATION FOR A PHARMACY TECHNICIAN LICENSE 
All items of information requested in this application are mandatory.  Failure to provide any of the requested information will result 
in an incomplete application and a deficiency letter being mailed to you.  Please read all the instructions prior to completing this 
application. Page 1, 2, and 3 of the application must be completed and signed by the applicant. All questions on this application 
must be answered. If not applicable indicate N/A. Attach additional sheets of paper if necessary. 

Applicant Information - Please Type or Print 
Full Legal Name-Last Name First Name           Middle Name 

Previous Names (AKA, Maiden Name, Alias, etc) 

*Official Mailing/Public Address of Record (Street Address, PO Box #, etc) 

City  State Zip Code 

Residence Address (if different from above) 

City  State Zip Code 

Home# Cell# Work# Email Address 

Date of Birth (Month/Day/Year)                               **Social Security No                                        Driver’s License #  State 

Mandatory Education (check one box) 
Section 4202(a) of the Business and Professions Code requires an applicant for a pharmacy 
technician license to be a high school graduate or possess a general education 
development (GED) equivalent.  Please submit to the board the appropriate documentation 
verifying you have met this requirement and check one of the boxes below.

   High school graduate  Date Graduated: ____________ 
Name and Location of High School: _______________________________________ 


   Completed a General Education Development (GED)  Date of GED: ____________ 
 
Name of the official GED Testing Center: ___________________________________
 


TAPE A COLOR PASSPORT STYLE 
 

PHOTOGRAPH (2”X2”) TAKEN 
 

WITHIN 
 

60 DAYS OF THE FILING OF THIS 
 

APPLICATION



NO POLAROID
 

OR



SCANNED IMAGES
 

PHOTO MUST BE ON PHOTO 
 

QUALITY PAPER 
 

Pharmacy Technician Qualifying Method (check one box) 
Please check one of the boxes below indicating how you qualify in order to apply for a pharmacy technician license pursuant to 
Section 4202(1)(2)(3)(4) of the Business and Professions Code. 

Attached Affidavit of Completed Coursework or Graduation for: Associate degree in Pharmacy Technology, Training Course, or 
Graduate of a school of  pharmacy


  Attached is a certified copy of PTCB certificate - Date certified: 


  Attached is a certified copy of your military training DD214 

Self-Query Report by the National Practitioner Data Bank Healthcare Integrity and Protection Data Bank (NPDB-HIPDB)

  Attached is the sealed envelope containing my Self-Query Report from the NPDB-HIPDB.  (This must be submitted with your application.) 
FOR BOARD USE ONLY 

Photo FP Cards/Live Scan 
Enf 1st  Check FP Cards Sent _________________  License no App fee no. 

Enf 2nd Check 
Qualify Code 

FP Fees 
DOJ Clear Date: _______________ 

 Date issued Amount 

HIPDB FBI Clear   Date: _______________  Date expires  Date cashiered 



  

 
  

    

  
                                                                                    
   

 
 

 

 

                                                                         

 
       
       

 

  

 
                 

     

    

    

 

       

        

    
    
    
    
    
    
    

You must provide a written explanation for all affirmative answers indicated below.  Failure to do so may result in this 
application being deemed incomplete and being withdrawn. 

1. Do you have a medical condition which in any way impairs or limits your ability to practice your 
profession with reasonable skill and safety without exposing others to significant health or safety risks?  
If “yes,” attach a statement of explanation.  If “no,” proceed to #2. 
Are the limitations caused by your medical condition reduced or improved because you receive ongoing 
treatment or participate in a monitoring program?   
If “yes,” attach a statement of explanation. 

If you do receive ongoing treatment or participate in a monitoring program, the board will make an 
individualized assessment of the nature, the severity and the duration of the risks associated with an 
ongoing medical condition to determine whether an unrestricted license should be issued, whether 
conditions should be imposed, or whether you are not eligible for license. 

Yes 

Yes             

No 

No 

2. Do you currently engage, or have you been engaged in the past two years, in the illegal use of controlled 
substances?  

If “yes,” are you currently participating in a supervised rehabilitation program or professional assistance 
program which monitors you in order to assure that you are not engaging in the illegal use of controlled 
dangerous substances? Yes No 
Attach a statement of explanation. 

Yes No 

3. Has disciplinary action ever been taken against your pharmacist license, intern permit or technician 
license in this state or any other state?  
 If “yes,” attach a statement of explanation to include circumstances, type of action, date of
 action and type of license, registration or permit involved. 

Yes No 

4. Have you ever had an application for a pharmacist license, intern permit or technician license denied in 
this state or any other state? 
If “yes,” attach a statement of explanation to include circumstances, type of action, date of 
action and type of license, registration or permit involved. 

Yes No 

5. Have you ever had a pharmacy permit, or any professional or vocational license or registration, denied 
or disciplined by a government authority in this state or any other state?  If “yes,” provide the name of 
company, type of permit, type of action, year of action and state. 

Yes No 

6. Are you currently or have you previously been listed as a corporate officer, partner, owner, manager, 
member, administrator or medical director on a permit to conduct a pharmacy, wholesaler, medical 
device retailer or any other entity licensed in this state or any other state?  If yes, provide company 
name, type of permit, permit number and state where licensed. 

Yes  No 

7  Have you ever been convicted of any crime in any state, the USA and its territories, military court or 
foreign country? 

   Check the box next to “YES” if, you have ever been convicted or plead guilty to any crime. “Conviction” 
includes a plea of no contest and any conviction that has been set aside or deferred pursuant to 
Sections 1000 or 1203.4 of the Penal Code, including infractions, misdemeanor, and felonies.  You do 
not need to report a conviction for an infraction with a fine of less than $300 unless the infraction 
involved alcohol or controlled substances.  You must, however, disclose any convictions in which you 
entered a plea of no contest and any convictions that were subsequently set aside pursuant or deferred 
pursuant to sections 1000 or 1203.4 of the Penal Code. 

   Check the box next to “NO” if you have not been convicted of a crime.

   You may wish to provide the following information in order to assist in the processing of your application: 
1) certified copies of the arresting agency report; 2) certified copies of the court documents; 3) and a 
descriptive explanation of the circumstances surrounding the conviction (i.e. dates and location of 
incident and all circumstances surrounding the incident.) If documents were purged by the arresting 
agency and/or court, a letter of explanation from these agencies is required.   

Failure to disclose a disciplinary action or conviction may result in the license being denied or 
revoked for falsifying the application.  Attach additional sheets if necessary. 

Arrest 
Date 

Conviction Date Violation(s) Court of Jurisdiction (Full Name and 
Address) 

Yes No 

2 



 

    
 

 
 

 
  

  

  

  

 

 
 

 
   

 

 
 

 
     

 

  

 

  

  
  

                                                          

  

                                                                     

                                                                            

APPLICANT AFFIDAVIT
 

You must provide a written explanation for all affirmative answers. Failure to do so will result in this application being deemed incomplete. Falsification of 
the information on this application may constitute grounds for denial or revocation of the license.  

All items of information requested in this application are mandatory.  Failure to provide any of the requested information may result in the application being 
rejected as incomplete. 

Collection and Use of Personal Information. The California State Board of Pharmacy of the Department of Consumer Affairs collects the personal information 
requested on this form as authorized by Business and Professions Code Sections 4200 and 4202 and Title 16 California Code of Regulations Section 1793.5 and 
1793.6. The California State Board of Pharmacy uses this information principally to identify and evaluate applicants for licensure, issue and renew licenses, and 
enforce licensing standards set by law and regulation.  

Mandatory Submission. Submission of the requested information is mandatory. The California State Board of Pharmacy cannot consider your application for 
licensure or renewal unless you provide all of the requested information. 

Access to Personal Information. You may review the records maintained by the California State Board of Pharmacy that contain your personal information, as 
permitted by the Information Practices Act. The official responsible for maintaining records is the Executive Officer at the board’s address listed on the application. 
Each individual has the right to review the files or records maintained by the board, unless confidential and exempt by Civil Code Section 1798.40. 

Possible Disclosure of Personal Information. We make every effort to protect the personal information you provide us. The information you provide, however, may 
be disclosed in the following circumstances: 
• In response to a Public Records Act request (Government Code Section 6250 and following), as allowed by the Information Practices Act (Civil Code Section 1798 

and following); 
• To another government agency as required by state or federal law; or 
• In response to a court or administrative order, a subpoena, or a search warrant. 

*Once you are licensed with the board, the address of record you enter on this application is considered public information pursuant to the Information Practices Act 
(Civil Code section 1798 et seq.) and the Public Records Act (Government Code Section 6250 et seq.) and will be placed on the Internet.  This is where the board will 
mail all correspondence.  If you do not wish your residence address to be available to the public, you may provide a post office box number or a personal mail box 
(PMB). However, if your address of record is not your residence address, you must also provide your residence address to  the board, in which case your residence 
will not be available to the public.  

** Disclosure of your U.S. social security account number is mandatory.  Section 30 of the Business and Professions Code,  Section 17520 of the Family Code, and 
Public Law 94-455 (42 USC § 405(c)(2)(C)) authorize collection of your social security  account number.  Your social security account number will be used 
exclusively for tax enforcement purposes, for purposes of compliance with any judgment or order for child or family support in accordance with section 17520 of the 
Family Law Code, or  for verification of license or examination status by a licensing or examination entity which utilizes a national examination and where licensure is 
reciprocal with the requesting state.  If you fail to disclose your social security account number, your application  will not be processed and you may be reported to the 
Franchise Tax Board, which may assess a $100 penalty against you. 

MANDATORY REPORTER 
Under California law, each person licensed by the Board of Pharmacy is a “mandated reporter” for both child and elder abuse or neglect purposes. 

California Penal Code Section 11166 and Welfare and Institutions Code Section 15630 require that all mandated reporters make a report to an agency specified in 
Penal Code Section 11165.9 and Welfare and Institutions Code Section 15630(b)(1) [generally law enforcement, state, and/or county adult protective services 
agencies, etc.] whenever the mandated reporter, in his or her professional capacity or within the scope of his or her employment, has knowledge of or observes a 
child, elder and/or dependent adult whom the mandated reporter knows or reasonably suspects has been the victim of child abuse or elder abuse or neglect.  The 
mandated reporter must contact by telephone immediately or as soon as possible, to make a report to the appropriate agency(ies) or as soon as is practicably 
possible.  The mandated reporter must prepare and send a written report thereof within two working days or 36 hours of receiving the information concerning the 
incident. 

Failure to comply with the requirements of Section 11166 and Section 15630 is a misdemeanor, punishable by up to six months in a county jail, by a fine of one 
thousand dollars ($1,000), or by both that imprisonment and fine.  For further details about these requirements, consult Penal Code Section 11164 and Welfare and 
Institutions Code Section 15630, and subsequent sections. 

APPLICANT AFFIDAVIT 
(must be signed and dated by the applicant) 

I, , hereby attest to the fact that I am the applicant whose signature 
  (Print Full Legal Name) 

appears below.  I hereby certify under penalty of perjury under the laws of the State of California to the truth and accuracy of all statements, answers and 
representations made in this application, including all supplementary statements.  I also certify that I have read the instructions attached to this application.

  Signature of Applicant Date 
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California State Board of Pharmacy 
1625 N. Market Blvd, Suite N219, Sacramento, CA 95834 
Phone (916) 574-7900 
Fax (916) 574-8618 
www.pharmacy.ca.gov 

STATE AND CONSUM ER SERVICES AGENCY 
DEPARTMENT OF CONSUMER AFFAIRS 

ARNOLD SCHWARZENEGGER, GOVERNOR 

AFFIDAVIT OF COMPLETED COURSEWORK OR GRADUATION 
 
FOR PHARMACY TECHNICIAN



Instructions: This form must be completed by the university, college, school, or pharmacist (The person who 
must complete this form will depend on how the applicant is qualifying).  All dates must include the month, day, 
and year in order for the form to be accepted. 

This is to certify that has 
Print Name of Applicant 

�   Completed 240 hours of instruction as specified in Title 16 California Code of Regulations Section 
1793.6(c) on _______/__________/_________.

 (completion date must be included) 

�   Completed an Associate Degree in Pharmacy Technology and was conferred on her/him on 
______/__________/________.

 (graduation date must be included) 

�  Graduated from a school of pharmacy accredited by the American Council on Pharmaceutical Education 
(ACPE).The degree of Bachelor of Science in Pharmacy or the degree of PharmD was conferred on 
her/him on _____/______/_______.

             (graduation date must be included) 

I hereby certify under penalty of perjury under the laws of the State of California to the truth and accuracy of the above: 

Signed:______________________________Title:________________________________ Date:______/______/______ 

Affix school seal here. 

OR 

Attach a business card of the pharmacist 
who provided the training pursuant to 
Section 1793.6(c) of the California Code 
of Regulation here. 

University, College, 
or School of 

Pharmacy Name: 

Address: 

Print Name of 
Director, Registrar, 

or Pharmacist: 

Phone
                 Number: 

Email: 
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Title 16. Board of Pharmacy
 

Proposed Language
 

To Amend §1707.2 in Article 2 of Division 17 of Title 16 of the California Code of Regulations 

to read as follows: 

§ 1707.2. Notice to Consumers and Duty to Consult. 

(a) A pharmacist shall provide oral consultation to his or her patient or the patient's agent in all 

care settings: 

(1) upon request; or 

(2) whenever the pharmacist deems it warranted in the exercise of his or her professional 

judgment. 

(b)(1) In addition to the obligation to consult set forth in subsection (a), a pharmacist shall 

provide oral consultation to his or her patient or the patient's agent in any care setting in which 

the patient or agent is present: 

(A) whenever the prescription drug has not previously been dispensed to a patient; or 

(B) whenever a prescription drug not previously dispensed to a patient in the same dosage 

form, strength or with the same written directions, is dispensed by the pharmacy. 

(2) When the patient or agent is not present (including but not limited to a prescription drug 

that was shipped by mail) a pharmacy shall ensure that the patient receives written notice: 

(A) of his or her right to request consultation; and 

(B) a telephone number from which the patient may obtain oral consultation from a pharmacist 

who has ready access to the patient's record. 
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(3) A pharmacist is not required by this subsection to provide oral consultation to an inpatient 

of a health care facility licensed pursuant to section 1250 of the Health and Safety Code, or to 

an inmate of an adult correctional facility or a juvenile detention facility, except upon the 

patient's discharge. A pharmacist is not obligated to consult about discharge medications if a 

health facility licensed pursuant to subdivision (a) or (b) of Health and Safety Code Section 1250 

has implemented a written policy about discharge medications which meets the requirements 

of Business and Professions Code Section 4074. 

(c) When oral consultation is provided, it shall include at least the following: 

(1) directions for use and storage and the importance of compliance with directions; and 

(2) precautions and relevant warnings, including common severe side or adverse effects or 

interactions that may be encountered. 

(d) Whenever a pharmacist deems it warranted in the exercise of his or her professional 

judgment, oral consultation shall also include: 

(1) the name and description of the medication; 

(2) the route of administration, dosage form, dosage, and duration of drug therapy; 

(3) any special directions for use and storage; 

(4) precautions for preparation and administration by the patient, including techniques for 

self‐monitoring drug therapy; 

(5) prescription refill information; 

(6) therapeutic contraindications, avoidance of common severe side or adverse effects or 

known interactions, including serious potential interactions with known nonprescription 

medications and therapeutic contraindications and the action required if such side or adverse 

effects or interactions or therapeutic contraindications are present or occur; 
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(7) action to be taken in the event of a missed dose. 

(e) Notwithstanding the requirements set forth in subsection (a) and (b), a pharmacist is not 

required to provide oral consultation when a patient or the patient's agent refuses such 

consultation. 

(f) In every pharmacy subject to the provisions of Business and Professions Code Section 4122, 

there shall be prominently posted in a place conspicuous to and readable by prescription drug 

consumers the following notice: 

"NOTICE TO CONSUMERS" 

At your request, this pharmacy will provide its current retail price of any 

prescription without obligation. You may request price information in person or 

by telephone. 

Ask your pharmacist if a lower‐cost generic drug is available to fill your
 

prescription.
 

Prescription prices for the same drug vary from pharmacy to pharmacy. One 

reason for differences in price is differences in services provided. 

Before taking any prescription medicine, talk to your pharmacist; be sure you 

know: 

What is the name of the medicine and what does it do? 

How and when do I take it ‐ and for how long? What if I miss a dose? 

What are the possible side effects and what should I do if they occur? 

Will the new medicine work safely with other medicines and herbal supplements 

I am taking? 

What foods, drinks or activities should I avoid while taking this medicine? 
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Ask your pharmacist if you have additional questions. 

(g) In addition to the "NOTICE TO CONSUMERS" referred to in subdivision (f), every pharmacy 

subject to the provisions of Business and Professions Code §4122 shall prominently post in a 

place conspicuous to and readable by prescription drug consumers the following notice: 

Know your rights under California law concerning medicine and devices
 

prescribed to you.
 

You have the right to receive medicine and devices legally prescribed to you, 

unless: 

1. The medicine or device is not in stock in the pharmacy, 

2. The pharmacist, based upon his or her professional judgment determines 

providing the item: 

• is against the law, 

• could cause harmful drug interaction, or 

• could have a harmful effect on your health 

This pharmacist may decline to fill your prescription for ethical, moral or 

religious reasons, but the pharmacy is required to help you get the prescription 

filled at this or another nearby pharmacy timely. 

The pharmacy may decline to provide the medicine or device if it is not covered 

by your insurance or if you are unable to pay for the item or any copayment you 

owe. 

If the pharmacy is unable to fill your prescription, you are entitled to have the 

prescription returned to you or transferred to another nearby pharmacy. Ask 

about our procedure to help you get an item that we don't have in stock. 
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Any questions? Ask the pharmacist! 

Note: Authority cited: Sections 4005, 4076 and 4122, Business and Professions Code. 

Reference: Sections 733, 4005, 4076 and 4122, Business and Professions Code and Section 

1707.5 of Division 17 Title 16 of the California Code of Regulations. 

To Add § 1707.6. to Article 2 of Division 17 of Title 16 of the California Code of Regulations to 

read as follows: 

§ 1707.6. Notice to Consumers. 

(a) In every pharmacy there shall be prominently posted, in a place conspicuous to and 

readable by a prescription drug consumer, a notice containing the text in subdivision (b). Each 

pharmacy shall use the standardized poster‐sized notice provided or made available by the 

board, unless the pharmacy has received prior approval of another format or display 

methodology from the board. The board may delegate authority to a committee or to the 

Executive Officer to give the approval. As an alternative to a printed notice, the pharmacy may 

also or instead display the notice on a video screen located in a place conspicuous to and 

readable by prescription drug consumers, so long as: (1) The video screen is at least 24 inches, 

measured diagonally; (2) The pharmacy utilizes the video image notice provided by the board; 

(3) The text of the notice remains on the screen for a minimum of 60 seconds; and (4) No more 

than five minutes elapses between displays of any notice on the screen, as measured between 

the time that a one‐screen notice or the final screen of a multi‐screen notice ceases to display 

and the time that the first or only page of that notice re‐displays. 
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(b) The notice shall contain the following text: 

NOTICE TO CONSUMERS 

You have the right to ask for and receive from any pharmacy prescription drug 

labels in 12‐point font. 

Interpreter services are available to you upon request at no cost. 

Before taking your medicine, be sure you know: the name of the medicine and 

what it does; how and when to take it, for how long, and what to do if you miss a 

dose; possible side effects and what you should do if they occur; whether the 

new medicine will work safely with other medicines or supplements; and what 

foods, drinks, or activities should be avoided while taking the medicine. Ask the 

pharmacist if you have any questions. 

This pharmacy must provide any medicine or device legally prescribed for you, 

unless: it is not covered by your insurance; you are unable to pay the cost of a 

copayment; or the pharmacist determines doing so would be against the law or 

potentially harmful to health. If a medicine or device is not immediately 

available, the pharmacy will work with you to help you get your medicine or 

device in a timely manner. 

You may ask this pharmacy for information on drug pricing and use of generic 

drugs. 

(c) Every pharmacy, in a place conspicuous to and readable by a prescription drug consumer, at 

or adjacent to each counter in the pharmacy where dangerous drugs are dispensed or 

furnished, shall post or provide a notice containing the following text: 

Point to your language. Interpreter services will be provided to you upon
 

request at no cost.
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This text shall be repeated in at least the following languages: Arabic, Armenian, Cambodian, 

Cantonese, Farsi, Hmong, Korean, Mandarin, Russian, Spanish, Tagalog, and Vietnamese. 

Each pharmacy shall use the standardized notice provided or made available by the board, 

unless the pharmacy has received prior approval of another format or display methodology 

from the board. The board may delegate authority to a committee or to the Executive Officer 

to give the approval. 

The pharmacy may post this notice in paper form or on a video screen if the posted notice or 

video screen is positioned so that a consumer can easily point to and touch the statement 

identifying the language in which he or she requests assistance. Otherwise, the notice shall be 

made available on a flyer or handout clearly visible from and kept within easy reach of each 

counter in the pharmacy where dangerous drugs are dispensed or furnished, available at all 

hours that the pharmacy is open. The flyer or handout shall be at least 8 1/2 inches by 

11 inches. 

Note: Authority cited: Sections 4005 and 4122, Business and Professions Code. Reference: 

Sections 733, 4005, 4076.5 and 4122, Business and Professions Code, and Section 1707.5 of 

Division 17 of Title 16 of the California Code of Regulations. 
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Title 16. Board of Pharmacy
 
Proposed Language
 

Proposal to Add Section 1727.2. to Article 3 of Division 17 of Title 16 of 
the California Code of Regulations to read as follows: 

§ 1727.2. Requirements for Pharmacist Intern. 

Every applicant for a pharmacist intern license shall submit as part of the application
 

process, a sealed, original Self Query Report from the National Practitioner Data Bank –
 

Healthcare Integrity and Protection Data Bank (NPDB‐HIPDB), dated no earlier than
 

60 days before the date an application is submitted to the board.
 

Note: Authority cited: Section 4005, Business and Professions Code. Reference:
 

Sections 4207 and 4208, Business and Professions Code.
 

Proposal to Amend Section 1728. in Article 3 of Division 17 of Title 16 of 
the California Code of Regulations to read as follows: 

§ 1728. Requirements for Examination. 

(a) Prior to receiving authorization from the board to take the pharmacist licensure 

examinations required by section 4200 of the Business and Professions Code, applicants 

shall submit to the board the following: 

(1) Proof of 1500 hours of pharmacy practice experience that meets the following 

requirements: 

(A) A minimum of 900 hours of pharmacy practice experience obtained in a 

pharmacy. 
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(B) A maximum of 600 hours of pharmacy practice experience may be granted at 

the discretion of the board for other experience substantially related to the practice 

of pharmacy. 

(C) Experience in both community pharmacy and institutional pharmacy practice 

settings. 

(D) Pharmacy practice experience that satisfies the requirements for both
 

introductory and advanced pharmacy practice experiences established by the
 

Accreditation Council for Pharmacy Education.
 

(2) Satisfactory proof that the applicant graduated from a recognized school of 

pharmacy. 

(3) Fingerprints to obtain criminal history information from both the Department of 

Justice and the United States Federal Bureau of Investigation pursuant to Business and 

Professions Code section 144. 

(4) A signed copy of the examination security acknowledgment. 

(5) A sealed, original Self Query Report from the National Practitioner Data Bank – 

Healthcare Integrity and Protection Data Bank (NPDB‐HIPDB), dated no earlier than 

60 days before the date an application for examination as a pharmacist is submitted to 

the board. 

(b) Applicants who hold or held a pharmacist license in another state shall provide a 

current license verification from each state in which the applicant holds or held a 

pharmacist license prior to being authorized by the board to take the examinations. 
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(c) Applicants who graduated from a foreign school of pharmacy shall provide the 

board with satisfactory proof of certification by the Foreign Pharmacy Graduate 

Examination Committee prior to being authorized by the board to take the 

examinations. 

Note: Authority cited: Sections 851 and 4005, Business and Professions Code. 

Reference: Sections 144, 851 and 4200, Business and Professions Code. 
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